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This article was presented before the first meeting of the American 
Bar Association Committee on Food, Drug, and Cosmetic Law, in 
Seattle, Washington, on September 6, 1948. 


drug, and cosmetic law, in the United States. For it is the first 

meeting of the first committee on this law, identified with the 
American Bar Association; which is affiliated with the Section of Ad- 
ministrative Law, because it significantly deals with that law. This 
Committee has approximately 120 charter members. They include 
leaders in the field of its law, throughout the country; and a large 


Te MEETING is an historic event in the life of the food, 


increase in its membership is certain. It grew out of the Section on 
Food, Drug and Cosmetic Law, in the New York State Bar Associa- 
tion. That Section was established in 1945; it is the original organization 
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of the bar on this law; it has achieved a notable success; and its success 
augurs well for the future of a national committee on such law. 
One important result of that Section was the establishment of a Food 
Drug Cosmetic Law Quarterly, in March 1946, published by the Com- 
merce Clearing House, Inc., in Chicago. The Quarterly is an inde- 
pendent, unique, and invaluable publication on this law; which is devoted 
to a constructive study of it, as a fundamental law of the land. 


The fact that this is the first meeting of a pioneer committee in 
the American Bar Association on the food, drug, and cosmetic law 
suggests that the inaugural paper of its first chairman undertake a 
general review of this law, as a whole, to indicate its nature, evolution, 
and significance. Such a review is necessarily brief in length, indica- 
tive in statement, and elementary in character. But it has the value 
of giving a panoramic view of this law and providing a refresher 
discussion of it. It has an additional value, for two reasons. The first 
is that lawyers approach this law from the limited standpoint of its food, 
drug, or cosmetic part, as a rule; whereas it must be comprehensively 
considered for a true, broad, and objective understanding of it. And 
the second is that there may be lawyers present who are more or less 
unacquainted with this law. Furthermore, my program colleagues will 
discuss particular subjects of it, which are of major importance. 


The Food, Drug, and Cosmetic Law as a Major Part 
of Our Jurisprudence 


The food, drug, and cosmetic law is historically and principally 
a food and drug law. From a product standpoint, its evolution was from 
food to drugs to cosmetics; from food or drugs, to food and drugs, to 
food, drugs, and cosmetics; whereas from a regulatory standpoint its 
evolution was against false weights and measures, then adulteration, 
then misbranding, and then false advertisement. Hence, it was an 
economic law before it became a health one, which it now principally 
is. It is an old law, which originated in England and dates back to 
its great Magna Carta that in 1215 declared one measure of wine, 
ale, and corn throughout the realm; it migrated to the colonies where 
it began; it progressively matured in the states; and it finally reached 
its climax in the Federal law. Consequently, it reflects the political 
development of our nation. Likewise, it is a key index to the economic 
and social progress of our people in their standards of living; it is 
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a striking example of how our democratic government works, by con- 
structively regulating individual conduct to promote the general wel- 
fare; and it expresses the fundamental philosophy of our free institutions 
because it permits free business enterprise subject only to a restraint 
necessary for the common good. Moreover, its record indicates the 
evolution in our public policy of trade legislation, from that of laissez 
faire and caveat emptor to one of caveat venditor, which was caused 
by a need for the regulation of industry as it grew and competition 
therein became more severe. 


It is a truly national law; and it has a great size, vast scope, and 
fundamental significance. On the one hand, it is a Federal, state, and 
municipal law in jurisdiction; it includes a multitude of legislative en- 
actments, administrative regulations, and judicial decisions which would 
fill many volumes; and it has a tremendous range in the kind and variety 
of its control. On the other hand, it has a basic remedial purpose, 
which is to protect the health and economy of the consuming public; 
and it governs the three industries and products most important from 
the standpoint of that public. They are the agricultural, food, and drug 
industries, for which this law is the legal foundation, and the products 
marketed by them; aside from the fact that the cosmetic industry and 
its products have their own large importance. All these industries 
enthusiastically support this law because it guarantees their product 
integrity, permits their constructive conduct, and inspires their funda- 
mental progress that is nowhere surpassed. What this law essentially 
does, with respect to such products, is to outlaw any that are harmful, 
to prohibit their misrepresentation, and to place their sale on an in- 
formative basis. Furthermore, in its food conception, this law extends 
the agricultural law; in its drug conception, it supplements the medical 
practice law; and in its remedial conception, it is a part of the para- 
mount health law. In this latter conception, it applies the sciences of 
nutrition, medicine, and cosmetology and indicates their dramatic modern 
advance; and in such conception it is undoubtedly the commercial 
law of greatest’ social significance in the land. 

For these (among other) reasons, this law is a major part of our 
jurisprudence. Many lawyers are required to deal with it for the 
industries subject to it, and their number is constantly increasing. It 
presents infinite important questions requiring constructive study, to 
assure its orderly operation and progress. Therefore, it clearly invites 
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appropriate consideration by the American Bar Association; and this 
Committee was established to provide it. In view of the fundamental 
and practical importance of this law, I recommend that the law schools 
provide for a special instruction and research on it; and that this 
Committee promote such action, which does not exist. 


Consolidation of the Basic Federal Food, Drug, and Cosmetic Law 


The Federal food, drug, and cosmetic law principally exercises 
the power of Congress to regulate interstate and foreign commerce. 
It also exercises the power of Congress to establish a tax control of 
all commerce, including production therefor; and further exercises its 
power to regulate local commerce in the District of Columbia, the terri- 
tories, and any other Federal community. It consists of a basic general 
law applying to all foods, drugs, and cosmetics and supplemental special 
laws dealing with certain products or subjects. This general law is 
also supplemented by the related application of numerous miscellaneous 
laws. They include, for example, the laws for standard weights and 
measures which Congress is expressly empowered to enact; the special 
laws regulating agricultural and alcoholic products, explosives, naval 
stores, and convict-made goods; the particular laws governing patents, 
trademarks, and the Red Cross emblem; the general laws against fraud, 
unfair or deceptive practices, and lotteries (which are gift enterprises 
dependent on chance); and the organic commerce, postal, revenue, and 
tariff laws. 


The basic general law is the Federal Food, Drug, and Cosmetic 
Act of 1938, prohibiting the adulteration or misbranding of its products 
in interstate and foreign commerce (etc.); and it is commonly known 
as the national food, drug, and cosmetic law. It is officially administered 
by the Federal Security Administrator; but it is actually administered 
by the Food and Drug Administration of the Federal Security Agency, 
under the Commissioner of Food and Drugs; and it has been thus 
administered with conspicuous success. This act is supplemented by 
the special law against a false advertisement of its products, in Sections 
12 to 16 of the Federal Trade Commission Act. Such law was added 
to that act in the same year. It will be discussed at this meeting by the 
distinguished chairman of the Federal Trade Commission, the Honor- 
able Robert E. Freer, and, therefore, I will only refer to it. This 
special false advertisement law in that act is distinct from (although 
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related to) its general law against unfair competition in Section 5, 
which outlaws all unfair or deceptive practices from the above com- 
merce; and, of course, it is separately administered by the Commission. 


Hence, the basic Federal food, drug, and cosmetic law is inherently 
divided, with its part against adulteration and misbranding administered 
by one agency according to one plan and its part against false adver- 
tisement administered by another agency according to another plan. 
This division of that law presents a serious question of public policy, 
because the fact is that the Federal Food, Drug, and Cosmetic Act is 
the basic Federal law on its products; it is designed to prevent their 
adulteration and misrepresentation; and it is best administered by the 
Food and Drug Administration. This law is fundamentally a scientific 
one, presenting technical and complex scientific questions. The Food 
and Drug Administration is an expert scientific agency, which was 
specially created, organized, and equipped to administer this law; it 
(with its predecessors) has administered this law since its inception 
in 1906 and, therefore, is best able and experienced to do so. On the 
other hand, the Federal Trade Commission Act is fundamentally an 
anti-trust law designed to prevent unfair competition, from the stand- 
point of that law; and it is administered by an agency that is basically 
an economic-legal one. The fact is that the foregoing special law 
against false advertisement was officially intended to be a part of the 
Federal Food, Drug, and Cosmetic Act. It was originally in the official 
bills to enact this act and was a major reason for its official proposal. 
But Congress eventually transferred that law to the Federal Trade 
Commission Act instead, on the ground that it contains the general 
Federal law against false advertisement; and because the Commission 
insisted on this transfer and it was supported by a powerful (but 
minority ) trade group, which preferred to have such law administered 
by the Commission. This transfer was made despite the strong ob- 
jection by Senator Copeland, who sponsored the Federal Food, Drug. 
and Cosmetic Act and was the leading authority in Congress on its 
law, and notwithstanding the unanimous opposition of national or- 
ganizations representing both the consuming public and the food, pharma- 
ceutical, and cosmetic industries. It is a transfer which violates the 
fundamental legislative principle that where a law is enacted to regulate 
a particular commodity for a particular purpose, a related general law 
should yield to it in order to avoid a conflict in law and a duplication 
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of its administration by overlapping agencies. The Commission has 
recognized this principle in its announcement that it will not institute 
proceedings in matters involving the labeling or branding of com- 
modities where their subject matter is a direct responsibility of another 
Federal agency. Furthermore, this division of the basic Federal food, 
drug, and cosmetic law is inconsistent with the fact that the uniform 
state law is a unified one, prohibiting false advertisement in addition 
to adulteration and misbranding. 


In view of these facts, the Section on Food, Drug, and Cosmetic 
Law in the New York State Bar Association has recommended that 
this special false advertisement law be transferred back to the Federal 
Food, Drug, and Cosmetic Act, where it clearly belongs and in order 
that its basic law on these products may be duly consolidated and solely 
administered by the best agency. That recommendation is subject to 
two conditions. The first is that this act then apply only to a false 
advertisement of its products, which is within its limited remedial field; 
and whereby their false advertisement otherwise remains subject to 
the applicable unfair competition law of the Federal Trade Commis- 
sion Act. The second is that the false advertisement law thus added 
to the Federal Food, Drug, and Cosmetic Act be administered on an 
appropriate basis, which is a question to be determined. We should 
add here that this consolidation of the basic Federal food, drug, and 
cosmetic law is advocated by national organizations representing the 
consuming public and the pharmaceutical and cosmetic industries; and 
that while the food industry has not yet acted on it, informed leaders 
therein support it. We should further add that the Hoover Com- 
mission on Organization. of the Executive Branch of the Government 
is now investigating this consolidation of that law, as I suggested in 
my recent address at the meeting of the American Chemical Society 
to commemorate the tenth anniversary of the Federal Food, Drug, and 
Cosmetic Act. 


The General Federal Food, Drug, and Cosmetic Law Reviewed 


This Act is the principal and climactic statute of the law before 
us; which came of modern age, in a national sense, when it was enacted 
in 1938. It succeeds the original Federal Food and Drugs Act of 
1906, which first prohibited the adulteration or misbranding of all foods 
and drugs in interstate or foreign commerce. The development of that 
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pioneer legislation was an historic milestone in the social progress of 
our country; and it has been called one of the two major national events 
in that year. But the succession of the 1938 act was a national event of 
far greater significance, because it is a much stronger protective law; 
which has been further strengthened by numerous amendments. The 
high standing of this act is indicated by the statement that it is probably 
the single commercial law of greatest social value to our people; and 
that it is undoubtedly the best national law on its subject yet enacted 
in any country. Furthermore (taken with the preceding 1906 act), it 
has inspired the enactment of other Federal legislation against the 
adulteration or misbranding of additional important products. They 
include insecticides, fungicides, rodenticides, caustic poisons, seeds, and 
. wool. It should be added here that, while all the foregoing is so, this 
act is not a perfect one, because it contains formal defects and invites 
further amendments. Some of these amendments are later indicated; 
and as to its defects, a curious one should be recorded. It is the failure 
of this act to mention either the Food and Drug Administration, which 
has the practical responsibility of administering it, or the Commissioner 
of Food and Drugs, who is actually responsible for its due administration. 


Broad Protective Character of the Act 


The broad protective character of this act is disclosed by the fol- 
lowing informal and indicative analysis of it: 

(1) It reaches all foods and drinks, all drugs and medicines (in- 
cluding articles to change the structure or any function of the body, 
such as obesity remedies ), all therapeutic devices of a mechanical nature, 
for use by either man or domestic animal, all cosmetics (excluding 
soap ), and all components of all the foregoing products. 

(2) It outlaws any of its products that are unfit or unsafe for 
use, it (in effect) enjoins their insanitary production or handling, it 
prohibits all misrepresentation in their labeling, and it requires their 
informative labeling. For example, drugs must be labeled with adequate 
directions for their use, subject to exceptions, and a food must be 
labeled with information about its nutritional value, where it is repre- 
sented for special dietary use. 

(3) It authorizes standards for basic foods and drugs, it em- 
powers a government certification of coal tar colors for use in foods, 
drugs, or cosmetics, and a government fixing of tolerances for poisonous 
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ingredients in foods, it sanctions an emergency government control 
of dangerous food production, on a permit basis, it establishes an ad- 
vance government control of “new drugs,” as defined, on an applica- 
tion basis to make certain that they are safe and effrcacious for use, 
and it also establishes a pretesting government control for basic insulin, 
penicillin, and streptomycin drugs to make doubly certain that they 
are safe and efficacious for use. 


(4) It grants extensive authority to promulgate administrative regu- 
lations, to make administrative investigations and inspections, and to 
publish administrative announcements. 


(5) It grants extensive power to institute seizure, criminal, and 
injunction enforcement proceedings. Such enforcement follows a con- 
traband article from its first entry into interstate commerce through its 
final retail sale in intrastate commerce, and even into the home. This 
enforcement reach to that sale in local commerce is expressly permitted 
by the recent Miller amendment to the act, and was constitutionally 
approved by the Supreme Court of the United States in the recent 
Sullivan case... The state is left with a concurrent jurisdiction over 
that sale; and consequently our dual form of government is thus main- 
tained. 

This analysis of the act suffices to demonstrate its strong protective 
regulation of foods, drugs, and cosmetics. It reveals that the strength 
of this regulation increases in relative order from cosmetics to foods 
to drugs; that it involves .a limited emergency government control of 
food production; and that it reaches its peak in a permanent govern- 
ment control of all “new drug” production. This last drastic control 
was caused by the 1937 marketing of a toxic drug, which resulted in 
many deaths that could have been prevented by it; and it has not in- 
terfered with a due progress of the drug industry. On the contrary, 
it has fundamentally benefited this industry by assuring its safe product 
conduct. But the greatest modern advance of this act in its relation 
to drugs is their pretesting government control; whereas in the case of 
foods, its most significant modern advance is in the field of nutrition. 
This advance is represented by standards for important foods that 
authorize or require their nutritional fortification, as prescribed; which 
include oleomargarine and enriched bread (with rolls and buns), flours, 





1 United States v. Sullivan, 332 U. S. 689 ‘° 7076: 3 Food Drug Cosmetic Law Quar- 
[CCH Food Drug Cosmetic Law Reports terly (1948) 131]. 
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farina, corn meals and grits, and macaroni and noodle products. It is 
further represented by the nutritional labeling regulations for dietary 
foods, to which reference has been made. They require, for example, 
that infant food must be labeled with detailed information about its 
dietary value; and that if any food is offered for a special dietary use 
because it contains a particular vitamin or mineral, its label must declare 
the proportion of the minimum daily requirement of such nutrient that 
it supplies when consumed in a definite amount and period. It should be 
added here that the foregoing nutritional standards for foods are sup- 
plemented by the state and territorial legislation compelling their nu- 
tritional fortification, and that this whole nutritional operation of the 
act discloses how the food law is now being used to apply the science 
of nutrition and to enforce a nutritional diet for the general population. 


Amendments to Further the Progress of Protective Regulation 


But however strong the protective regulation of this act may be 
now, from either an administrative or a legislative standpoint, it is 
certain to become progressively stronger in the future. For, in the 
first place, the annual appropriation to administer this act is substan- 
tially below its indicated level. Its amount has steadily increased and 
will undoubtedly continue to do so; and the result will be a proportionate 
expansion in the act's administration. This appropriation increased from 
less than 2 millions in 1939 to nearly 3 millions in 1944 to approximately 
4% millions? in the current fiscal year. A striking comment on the 
present amount is that the Federal government is now spending far 
more on eradicating animal diseases than it is to protect human life, 
through this act; and I recommend that this Committee support an 
adequate appropriation to administer it, each year. In the second place, 
the dominating regulatory provisions of this act are drawn in general 
terms; and the result is that they will have an infinite extension of their 
practical application. For example, the establishment of food standards 
has just begun; the question of a safe chemical addition to foods or 
cosmetics remains to be continually explored; and that is even more 
so with respect to therapeutic claims for drugs. The fact is that this 
act regulates industries and is governed by sciences, which are always 
in a state of fundamental advance; and it must keep pace with that 





2 The exact amount is $4,475,000; and it minister this act and also incidentally to 
is the overall appropriation for the Food administer some related acts, later noted. 
and Drug Administration, principally to ad- 
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advance. In the third place, and from a long-view standpoint, this 
act invites infinite amendment to correct the defects found in it, to 
strengthen its protective regulation as necessary, and to keep it abreast 
changing conditions and times. By this it is intended to say that the 
act is a living, dynamic, and evolutionary law, which can never stand 
still but must always go forward toward its great remedial goal that 
can only be progressively reached, at best. Ten amendments to the 
act have already been enacted, within a decade. Others are now under 
consideration, and more will hereafter develop. The important Miller 
amendments were the last added to it, and Representative William J. 
Miller rendered a large public service in sponsoring them. 

I recommend that this Committee appropriately consider the addi- 
tional amendments to this act, which are now under responsible dis- 
cussion in different quarters, and any further amendments inviting its 
attention. One of the discussed amendments, which has been mentioned, 
is a retransfer of the special law against a false advertisement of food, 
drugs, and cosmetics from the Federal Trade Commission Act to this 
act; and I will now record others.’ They are: 


(1) An amendment to clarify and improve the food standards law, 
in both substance and procedure. It is strongly advocated in the food 


industry,‘ a special committee of the New York Section is now re- 
viewing its subject, and this subject has been discussed in the Food 
Drug Cosmetic Law Quarterly.* 


(2) An amendment to revise the export law, to prevent any ex- 
portation of unfit, dangerous, or falsely labeled food, drugs, or cos- 
metics.’ It will probably be recommended by the Food and Drug 
Administration. 

(3) An amendment to require the iodization of table salt, to prevent 
goiter. It was proposed in the last Congress, and it is approved by 





®*See the two papers on this subject [3 


3 Additional amendments mentioned in- 
clude one for an advance government con- 
trol of new chemical additions to foods, to 
prevent any that are harmful; one for this 
control of new chemical cosmetics, for the 
same protective purpose; and an oleomar- 
garine amendment. 

*A major branch of this industry is now 
developing such an amendment. 

5 See 2 Food Drug Cosmetic Law Quar- 
terly (1947) 115 et seq. 
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Food Drug Cosmetic Law Quarterly (1948), 
204. 243] which discuss both sides. 

* This law is in Section 801(d). It pro- 
vides that a food, drug, device, or cosmetic 
intended for export shall not be deemed 
adulterated or misbranded under this act, 
if it is not in conflict with the laws of the 
export country (etc.). Hence, its control 
depends on such laws, which may be in- 
adequate or ignored. 
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the Food and Drug Administration and scientifically endorsed, to pro- 
tect health.* 

(4) An amendment to provide an advance government control 
of new chemicals for spraying growing fruits and vegetables (etc.), 
to prevent a residual contamination of such foods that renders them 
unfit or unsafe for consumption; which is analogous to such control 
of ‘‘new drugs.” This amendment is strongly advocated in the food 
industry, if a voluntary control of these chemicals proves inadequate; 
the American Medical Association has recently stated the essential need 
of their control, to protect health;* and such an amendment will support 
the New York law, for example, prohibiting the spraying of fruit trees 
(etc.) with a poisonous substance.’° 

(5) An amendment to extend the law authorizing a voluntary 
government inspection of sea food production, on producer request, 
whereby it applies to all foods and permits the manufacturer of any 
food to secure this protective inspection of its production, if and so 
long as he wants that. This amendment is suggested by a prominent 
‘food manufacturer, who desires to fortify his basic food production 
accordingly. 

(6) An amendment to authorize a pretesting government control 
of any “new drug,” through an administrative order supported by 
evidence of its protective need established at a public hearing, which 
is open to due court review. This amendment has been recommended 
by the Food and Drug Administration," on the ground that funda- 
mental research in chemotherapy will progressively develop drugs re- 
quiring this control; and that it is unsound to rely on the slow and 
uncertain process of its drug-by-drug enactment. But such an amend- 
ment is importantly opposed in the drug industry on the ground that 
these drugs are exceptionally few, and amendments for their control 
can be expeditiously enacted with the support of this industry, as the 
insulin, penicillin, and streptomycin amendments demonstrated. 


(7) An amendment to eliminate the requirement of warnings on 
prescription drug labels except where expressly directed by the pre- 
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scriber, to define the scope and effect of the so-called “prescription 
legend,” and to provide for appropriate public hearings on an official 
list of drugs subject to this legend. It was suggested at the recent 
meeting of the American Pharmaceutical Association. 


(8) An amendment to consolidate the administration of all directly 
relafed acts in the Food and Drug Administration, whereas it is now 
authorized to administer only some. They are the filled milk, impost 
milk, tea importation, and caustic poison acts. For example, while the 
Food and Drug Administration now administers the general Federal 
law to regulate all drugs, the two supplemental laws regulating bio- 
logical drugs are independently and separately administered. This 
amendment has been long discussed, to secure an administrative uni- 
fication of the basic Federal food, drug, and cosmetic law. 


(9) An amendment to create an independent administration of 
this act in the Food and Drug Administration; or in the Commissioner 
of Food and Drugs, to centralize its administration. This amendment 
has likewise been long discussed, and it would legally confirm what 
is now practically the fact. One may strongly argue that this act is as 
much entitled to an independent administration as the Federal Trade 
Commission Act, for example; that it has clearly outgrown a subordinate 
administration by the Food and Drug Administration, which is therefore 
outmoded; and that this subordinate administration of it may develop 
into an unsound or even dangerous administrative situation, as the orig- 
inal Fulbright-Taft bill** in the last Congress indicated. That bill 
reduced the Food and Drug Administration to the still lower status 
of a subordinate agency in a subordinate division of a new Depart- 
ment of Health, Education and Security; and placed it under the execu- 
tive control of a political doctor, which invites strong objection. I 
discussed this objection in 2 Food Drug Cosmetic Law Quarterly (1947) 
117 et seq. 


There is another suggested amendment to this act that has been 
reserved for special comment, because it has a destructive purpose; 
whereas each of the foregoing suggested amendments has a constructive 
purpose. It is the amendment proposed by Senator Moore in the last 
Congress,’* which provides in effect that this act may only be criminally 
enforced against violations that are willful or result from gross negli- 
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gence. This is a ripper amendment, because it would reverse the basic 
policy of this act for its criminal enforcement and emasculate that en- 
forcement to the detriment of both the consuming public and the in- 
dustries affected. Its policy is that any violation of the act is subject 
to a criminal prosecution, except a minor one, where it is administratively 
deemed advisable or necessary to enforce the act and accomplish its 
protective objective; and that in such a prosecution the presence or 
absence of intent or negligence by the defendant is significant only to 
the degree of his penalty, on conviction. This has always been the 
policy for a criminal enforcement of the basic Federal food and drug 
law, since its inception; it is likewise the policy for a criminal enforce- 
ment of the supplemental false advertisement law in the Federal Trade 
Commission Act; and it is clearly the right and necessary policy, in the 
circumstances. Hence, I recommend that this Committee now condemn 
such an amendment, on the fundamental ground that it is against the 
general welfare, and since it will probably be offered in the next Congress. 


Special Federal Laws Supplementing the General Food Law 


We next come to the special Federal laws that supplement the 
general Federal food, drug, and cosmetic law, which has just been 
reviewed. They deal with certain foods and drugs; they do not reach 
cosmetics,"* which were first regulated by the Federal Food, Drug, 
and Cosmetic Act of 1938; and they are divided into two broad classes. 
The first class includes laws to regulate national or international com- 
merce; whereas: the second class includes laws to regulate local com- 
merce in the District of Columbia, the territories, or other Federal 
communities. With respect to laws in the second class, it need only be 
said here that they follow the general pattern of Federal legislation 
in point; and that they also include special local laws of a police nature. 
For example, there are special candy-adulteration and pharmacy-poison 
laws for the District of Columbia; and on May 12 last Puerto Rico 
enacted a special law that requires white bread and other flour products 
to be made of nutritionally enriched flour, which declares that it is 
necessary to correct a nutritional deficiency in the basic diet of the 
Puerto Rican people. This statute further illustrates how the food law 
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is now being used to apply the science of nutrition and to enforce 
a nutritional diet for the general population, as previously noted. 


The special Federal laws to regulate national or international com- 
merce in foods are likewise divided into two broad classes. The first 
class includes laws to place certain foods under a tax control, in order 
to regulate all commerce in them and their production for it. Hence, 
their tax form is a legislative device to secure a comprehensive Federal 
control of these foods; and their revenue value is actually little or none, 
with one exception.*® These laws have a repressive character; they 
are few and old; and they antedate the original general Federal Food 
and Drugs Act of 1906. They begin with the oleomargarine law of 
1886; the next one is the filled cheese law of 1896; and the last one 
is the adulterated and process or renovated butter law of 1902. (The 
mixed flour law of 1898 was also in this list; but it was repealed in 1942.) 
Of them, the oleomargarine law is the most important one, and it has a 
significant historical and practical importance. This is so because it 
is the original Federal food law, with one exception.*® It was enacted 
to benefit the dairy industry from a commercial standpoint; and it 
has a wrongful ulterior purpose, which is to prevent or limit the competi- 
tion of oleomargarine with butter. Consequently, it is not a true food 
law; it has no place in a land of free business enterprise; it is unfairly 
injurious to the consuming public; and it should have been repealed 
long ago. For these reasons, I recommend that this Committee urge 
an immediate repeal of such law by the next Congress; and also a 
repeal of all other anti-oleomargarine laws in this country. 


In contradistinction, the special Federal laws in the second class 
are true food laws which are designed to regulate commerce in their 
articles for protective reasons alone. They are numerous; they postdate 
the original general act of 1906, as a rule; and they have great pro- 
tective importance. Of them, the most severe law is that suppressing 
filled milk, enacted in 1923; and the most important law is that providing 
for a government inspection control of meat production, including the 
regulation of meat food products. It was originally enacted with the 
above 1906 act, which it closely supplemented; its enactment was pro- 
moted by Upton Sinclair's sensational discussion of meat production 
in The Jungle; and its law has been extended to imported and horse 
meats. Other significant laws regulate the importation of milk on a 





% The oleomargarine law. * The imported tea law of 1883. 


Food Drug Cosmetic Law Page 321 





government permit basis; sanction government standards of purity, qual- 
ity, and fitness for imported teas; prescribe standard grades and barrels 
for apples and prohibit their misbranding; authorize government stand- 
ards of grade, quality, and condition (etc.) for agricultural products; 
and create government standards for grains. It should be added here 
that these laws regulating agricultural products are directed to promote 
their industry as well as to protect the buying public. In addition, there 
are the revenue laws taxing distilled spirits, fermented liquors, wines, 
and industrial alcohol; and the miscellaneous laws dealing with farm 
products, livestock, sugar, fish and its canning, imported honeybees, 
and weights and measures. Furthermore, it should be recorded that the 
basic Federal Food, Drug, and Cosmetic Act of 1938 is also a law to 
regulate particular foods, in both terms and administration. It applies 
its net weight requirement to wrapped meats, it defines butter and dry 
milk solids, it provides for a government inspection of sea food produc- 
tion, and it is necessarily administered on a product basis. In further 
comment on the special food laws in both classes, it is added that the 
tax laws are administered, of course, by the Treasury Department; 
whereas the other regulatory laws are mostly administered by the De- 
partment of Agriculture. 

This statement of the true Federal laws to regulate foods discloses 
that they have a fundamental protective value; and that they are far 
more drastic than the 1938 general act, in their major part. Their regu- 
lation involves a strict government control of basic foods; which rises 
to a complete suppression of one harmful food. And before turning 
from these laws it should be noted that their growth has been slow; and 
that the legislative trend is to develop the Federal food law through 
the basic general act, to the fullest extent. While a repeated product 
amendment of this act invites question in principle, it may be found 
necessary in fact; and we shall know better how to deal with its prob- 
lem, in the course of time. 


Special Federal Laws Supplementing the General Drug Law 


As to the special Federal laws to regulate national or international 
commerce in drugs, they are also divided into two similar classes. The 
first class includes laws to place certain drugs under a tax control, for 
a broad regulatory purpose; and the second class includes laws to 
regulate these and other drugs, in normal course. 
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The tax laws are all true drug laws, however, because they are 
each enacted for protective reasons alone. They relate only to narcotic 
drugs; and they are three in number. They include, first, the 1914 law 
imposing a prohibitive tax on opium manufactured in the United States 
for smoking purposes; secondly, the 1914 Harrison law regulating the 
production of and traffic in narcotic drugs for medicinal use; and, thirdly, 
the 1937 law for an analogous regulation of marihuana. The Harrison 
law is, of course, the principal one; it has a broad product application; 
and its regulation is necessarily severe, to prevent illicit traffic in nar- 
cotic drugs. It applies to opium, isonipecaine, coca leaves, opiate, and 
any compound, salt, derivative or preparation thereof; opiate is broadly 
defined to mean any other drug officially found and proclaimed to have 
an addiction-forming or an addiction-sustaining liability similar to mor- 
phine or cocaine; it taxes all such narcotic drugs; it requires an annual 
tax and registration by all who produce, import, sell or use them, subject 
to exceptions; and it prescribes an elaborate system for packaging, 
labeling, marketing, prescribing and dispensing them, which includes 
the employment of government order forms and the making of systematic 
government reports. It should be added that this law is supplemented 
by legislation for government action to study narcotics and treat nar- 
cotic addicts; and that the National Research Council is engaged in 
basic narcotic research. 

The other regulatory laws principally consist of three narcotic 
drug and two biological drug laws; they also include laws governing 
the mailing of poisons, prohibiting the transportation of contraceptives 
and abortifacients, taxing distilled spirits and regulating industrial al- 
cohol; and they are supplemented by the laws for a regulation of 
caustic poisons, insecticides, fungicides, and rodenticides, explosives, 
and weights and measures. Furthermore, the basic Federal Food, Drug, 
and Cosmetic Act is likewise a law regulating particular drugs, in terms 
and application. It has been amended to deal specifically with insulin, 
penicillin, and streptomycin drugs; and it is necessarily administered 
on a product basis. The three laws regulating narcotic drugs supple- 
ment the ones for their tax control. They are, first, the 1887 law pro- 
hibiting the importation of opium by Chinese; secondly, the 1922 law 
broadly regulating the importation and exportation of narcotic drugs; 
and thirdly, the 1942 law controlling the production and distribution 
of the opium poppy on a government license basis. The major 1922 
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law has the broad product application of the Harrison law; it is designed 
to assure a legitimate importation and exportation of its narcotic drugs, 
according to international convention; it operates through official permits; 
and it contains drastic prohibitions. For example, it prohibits the im- 
portation of crude opium to manufacture heroin, and the exportation 
of opium for smoking purposes. Whereas the two laws regulating 
biological drugs (viruses, serums, toxins, or analogous products )*’ are 
_ distinctive. One regulates such drugs for human use, which was revised 
in 1944; and the other regulates them for animal use, which was enacted 
in 1913. Each has the same objective, to assure a due identity and 
labeling of such drugs; and each accomplishes it by placing their pro- 
duction under government license. It is important to add here that the 
Federal government is authorized by law to prepare human biological 
drugs for official use; and also for private use, where they are not avail- 
able from licensed establishments. 

This statement of the special Federal drug laws discloses that, 
while they are fewer and have a more limited product application than 
the parallel food laws, they likewise have a fundamental protective 
value, they also involve a strict government control of basic products, 
and they further rise to a complete suppression of certain harmful ones. 
A use of the tax power to remove such products illustrates the dictum 
by Chief Justice Marshall that “the power to tax involves the power 
to destroy.” '* This statement further discloses that such laws author- 
ize the Federal government to manufacture important products, which 
the analogous food laws do not; and it is added that the former laws 
are also distinguished from the latter, in that they do not misuse the 
tax power and their growth is faster. But there is the same legislative 
trend to develop the Federal drug law through the basic general act 
to the fullest extent; which presents the same problem of its repeated 
product amendment, inviting the same comment. It should be added 
that the special Federal drug laws are likewise largely administered by 
agencies different from the one administering the aforesaid general act. 


State and Municipal Food, Drug, and Cosmetic Laws 


It now remains briefly to consider the state and municipal food, 
drug, and cosmetic laws. The state law exercises the sovereign police 
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power of each state to regulate local affairs for the general welfare, 
and consequently it need not resort to its tax power for a broad regu- 
lation of local commerce (etc.) in these products. But it may (as it 
does) exercise that power to impose applicable revenue taxes. With 
respect to the municipal law, it exercises the legislative power granted 
by the state; and we need only say here that it ordinarily follows the 
state law pattern, both general and special. We should add, however, 
that it has a greater practical significance in a large city like New York, 
for example, than the law of any state having a much smaller population, 
aside from the fact that it may be a materially stronger law. An examina- 
tion of the law for that city will show that it is an extremely modern 
one of high protective character, which has a large volume and a wide 
range. 


As in the case of the Federal law, the state law consists of a basic 
general law applying to all foods, drugs, and cosmetics (where in- 
cluded) and supplemental special laws dealing with certain products 
or subjects. This basic law is likewise supplemented by the related 
application of numerous miscellaneous laws. They include, for ex- 
ample, the laws governing weights and measures and requiring any 
packaged commodity to be labeled with its net weight, measure, or 
numerical count, subject to exceptions; the laws regulating agricultural 
and alcoholic products, explosives, naval stores, and convict-made goods; 
the laws controlling trademarks, product containers, and the Red Cross 
emblem; the laws prohibiting false advertisement, fraud, unfair trade 
practices, and lotteries and requiring fair trade practices; and the organic 
commerce and tax laws. 


Hence, the state law is built on the order of the Federal law, broad- 
ly speaking. But it greatly differs from that law; and that difference 
is greatest in the field of the special laws supplementing the basic gen- 
eral law. The former laws are practically more important than the latter 
law, because of their own significance and its more or less subordination 
to the basic Federal law; they are vastly greater in number and broader 
in scope; they give far more consideration to animal or poultry foods 
and medicines; they have a wider control of local production; and they 
more strongly regulate retail trade, with which they are principally 
concerned. That is why retailers have the leading part in dealing with 
the state law, whereas manufacturers have this part in dealing with 
the Federal law. That fact is strikingly illustrated by the role of the 
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Boards of Pharmacy in administering the state drug law; and by the 
leadership of the retailers in enacting the state fair trade and practice 
laws, which are here climaxed by the Connecticut retail drug control law 
and the Louisiana drug and cosmetic fair practice law. This statement 
leads to the comment that the retail druggists have a larger place in the 
state law than the retail grocers, for the basic reason that the former 
are licensed to do business, whereas the latter are not. It should also 
be noted that the weights and measures laws naturally have a greater 
significance in the state law; and that it contains the model Printers’ Ink 
law for truth in advertising, which has been broadly enacted. 


Uniform State Food, Drug, and Cosmetic Law 


The state general law parallels the analogous Federal law, because 
it prohibits the adulteration, misbranding, and false advertisement of 
foods, drugs, and cosmetics (where included) in local commerce. But 
it is uniform with that law in less than 20 states, although it contains 
more or less uniform provisions in other states. Where this state law is 
essentially uniform with the Federal law, it differs therefrom in par- 
ticular respects. For example, it is a consolidated law, applying to 
false advertisement in addition to adulteration and misbranding. It 
also prohibits the advertisement of drugs to the laity, for serious diseases 
named; and it importantly limits the retail sale of dangerous drugs to a 
prescription basis, which is a modern trend in it. These differences in 
such law, however, do not impair its uniform character; they arise from 
its local jurisdiction; and they actually strengthen its protective form. 
Hence, it is correct to say that the uniform state law is drawn in even a 
stronger form than the parent Federal law; but that law is actually 
stronger, from an administrative and practical standpoint. 

We should add here that there is another important difference 
between the Federal law and the uniform state law. It is that in numerous 
states this law is divided into two parts, namely, a food law and a 
drug and cosmetic law; and that each part is separately and inde- 
pendently administered. That division is caused by an evolutionary 
expansion, in the administrative authority of the Board of Pharmacy. 
into the field of the general state drug and cosmetic law; and it is this 
board which administers that separated law. This situation cannot arise 
in the field of the Federal Food, Drug, and Cosmetic Act, because the 
Board of Pharmacy does not enter that field; and it should not arise 
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there in any event, from the standpoint of public policy. This act is a 
single law in its protective objective; it is an administrative unit in its 
practical operation; and it is better and more economically administered 
on a consolidated basis with product experts. That is why the general 
food and drug law has historically developed into a unified law in form 
and administration; and this development is now reversed in the case 
of the state law, to the extent it is thus divided. It should be further 
added that the administration of this law otherwise widely differs 
among the states. That is so because it is variously administered, for 
example, by a Commissioner of Food and Drugs, a Dairy and Food 
Commissioner, a Department of Agriculture, a Department of Public 
Welfare, a Commissioner of Health, a Department of Public Health, 
or a Board of Health; and it is manifestly a questionable situation in 
which the drug and cosmetic law is administered by a Department of 
Agriculture. But the general state law is slowly evolving toward a 
common administration by the Board of Health, where its drug and 
cosmetic part is not taken over by the Board of Pharmacy. 


The foregoing broad failure of a uniform state law gives pause for 
surprise and concern. It is surprising because the Federal Food, Drug, 
and Cosmetic Act is incidentally designed to be the standard for a uni- 
form state law and has now been effective for over ten years; because the 
Association of Food and Drug Officials of the United States, which prin- 
cipally includes state officials, has officially recommended such a law and 
disseminated a model bill for it; and because the food, drug, and cosmetic 
industries have strongly advocated it. This failure is a matter of con- 
cern, because it seriously injures both the consuming public and the in- 
dustries affected. It injures that public to the extent a non-uniform state 
law has a weaker protective value; and the significance of this comment 
is indicated by the fact, for example, that such law does not reach 
therapeutic devices or cosmetics, as a rule. And it injures these in- 
dustries because and to the extent they are thus confronted with a con- 
flicting state law, which exists especially in the case of food. Where a 
manufacturer engaged in interstate commerce is faced with a conflicting 
state law, he has no alternative other than to ignore or violate it or to 
withdraw from the state or make a special product for it; and each 
alternative is indefensible, from the standpoint of public policy. In short, 
a conflicting state law violates the fundamental principle that a national 
commerce requires uniform state laws to regulate it; and it creates state 
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barriers against legitimate commerce in essential products, which inter- 
fere with their economic marketing and arbitrarily increase their cost. 
Hence, I recommend that this Committee urge a uniform state law and 
take all available action for its general enactment; a law which is on all 
fours with other uniform state laws advocated by the American Bar 
Association, such as a uniform sales act. We should add here that the 
Miller amendment to the Federal act is a very important remedy against 
a conflicting state law. It extends the jurisdiction of this act to a retail 
sale in intrastate commerce; and in the McDermott case * the United 
States Supreme Court said: 


... it is equally well settled that the state may not, under the guise of exercising 
its police power or otherwise, impose burdens upon or discriminate against interstate 
commerce, nor may it enact legislation in conflict with the statutes of Congress passed 
for the regulation of the subject, and if it does, to the extent that the state law interferes 
with or frustrates the operation of the acts of Congress, its provisions must yield to the 
superior Federal power given to Congress by the Constitution. 


Special State Food Laws 


The special state food laws are a vast body of statutes on different 
products and subjects, which greatly outnumber the parallel state drug 
laws, notwithstanding they are many. The magnitude of these laws 
permits only an outline of them; and the following one is now submitted. 
These laws may be divided into four broad classes. The first class 
includes laws to govern local establishments for the production of food, 
such as slaughter houses, dairies, milk product manufactories, bakeries. 
confectionaries, canneries, and food plants generally. The second class 
includes laws to govern local establishments for the retail of foods, such 
as meat markets, bakery shops, candy stores, soda fountains, and public 
eating places. The third class includes laws to regulate the local handl- 
ing, storage, and marketing of foods, such as sanitation, cold storage, 
and weights and measures laws. The fourth class includes a tremendous 
number of laws to regulate the local production or sale of particular foods. 
They may be broadly classified to include dairy products and substitutes 
therefor, grains and their products, fruits and their products, vegetables 
and their products, edible oils or fats and their products, sugars and their 
products, condiments and their products, sea food products, cacao prod- 
ucts, canned goods, mixes, candies, honey, baking powder, tea, coffee. 





® McDermott v. Wisconsin, 228 U. S. 115 
(1913). 
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liquors, wines, fermented beverages, soft drinks, eggs, animal and poultry 
foods, miscellaneous farm products, and ice (etc.). There are also laws 
to tax certain foods. 

An access to these special state food laws is difficult because there 
is no general compilation of them. Hence, I recommend such a compila- 
tion; and I also recommend the promotion of uniform laws in this special 
field, where they are indicated and are not otherwise available. Com- 
pared with the special Federal food laws, these state laws have a much 
broader protective scope; and compared with the general state food law, 
they actually have a far greater protective force. Moreover, they have 
developed legislative trends of basic public value, illustrated by the laws 
to require the nutritional enrichment of essential foods; and of great in- 
dustrial benefit, illustrated by the laws to establish standard weights for 
important packaged foods. Another constructive trend in these laws is 
to repeal anti-oleomargarine legislation. 


Special State Drug Laws 


As to the special state drug laws, they may be likewise divided into 
several broad classes. The first class includes the pharmacy laws, which 
place the local manufacture, compounding, and sale of drugs, medicines, 
and poisons and the local filling of medical prescriptions under the super- 
vision of registered pharmacists, subject to certain exceptions. They 
broadly control all local pharmacies, drug stores, and other establish- 
ments where drugs are retailed; and the drug products sold by them. 
Hence, they are the major state drug laws; and they supplement the state 
medical practice laws. The second class includes laws to control the 
local production or sale of poisons, narcotics, and biological drugs, on the 
basis of a permit in some form. ‘The poison laws are usually within 
the pharmacy laws; they require a poison label on the drugs affected; 
they reach out to such miscellaneous articles as bichloride of mercury 
tablets, wood or denatured alcohol, and fly killers; and they are supple- 
mented by the state caustic poison laws. It should be noted that these 
laws are in a form of conflicting requirements; and I recommend appro- 
priate action for their uniform organization. The narcotic laws may 
also be within the state pharmacy laws; they have been modernly de- 
veloped on a uniform basis; they reach out to hypodermic needles and 
syringes; they undertake a more or less suppression of certain harmful 
narcotics; and they are supplemented by the drug addict legislation. The 
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laws dealing with biological drugs are similar to the analogous Federal 
laws and coordinated with them; and they more or less authorize a state 
manufacture of such drugs. The third class includes laws to place the 
retail of certain other dangerous drugs on a prescription basis. They 
include hypnotic drugs, drugs to treat venereal diseases, prevent con- 
ception, and produce abortion, drugs in the sulfanilamide and penicillin 
group, and drugs of a miscellaneous list. The fourth class includes laws 
to control the local manufacture or sale of animal and poultry medicines, 
on a registration or other basis. The fifth class includes miscellaneous 
laws to regulate the marketing of all drugs, such as the peddler, sampling, 
vending machine, auction, and substitution laws. Then there are the 
related laws dealing with alcohol, alcoholic products, disinfectants, in- 
secticides, fungicides, rodenticides, and weights and measures. 

The special state drug laws invite the general comment made on 
the parallel food laws; they have a much broader protective scope than 
the analogous Federal laws, and they actually have a far greater protec- 
tive force than the general state drug law. These laws historically began 
with the pharmacy law, and it now dominates them. The comperhensive 
power which it vests in the Board of Pharmacy is illustrated by the 
New York law. It empowers the board to control all local practice of 
pharmacy and all local manufacture or sale of drugs and medicines 
(etc.); and also to control the character and standard of these products. 
Hence, it is a law of fundamental protective value; but it is also an in- 
herently ambitious, exclusive, and militant law, from a commercial retail 
standpoint. For example, it is reaching out to control the local manu- 
facture of cosmetics, to limit medical dispensing, and to tighten its 
pharmacist control of the retail drug business. The boundary of that 
control is defined by its remedial purpose, which is to protect health. 
Hence, when this law was expanded to require the pharmacist ownership 
of a drug store, the United States Supreme Court condemned this re- 
quirement as an abuse of that purpose.*° 


Special State Cosmetic Laws 


We finally come to the special state cosmetic laws, which are few. 
They include the California law prohibiting the sale of eyebrow and eye- 
lash dyes made from harmful chemicals named; the Florida, North 
Dakota and Wyoming laws regulating the composition and labeling of 


2 Liggett v. Baldridge, 278 U. S. 105 
(1928) 
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cosmetics; the Maine law requiring annual registration by manufac- 
turers of cosmetics sold in this state, authorizing an administrative 
prohibition of harmful cosmetics, and placing the sale of cosmetic 
preparations on a permit basis; and the Virginia law requiring manufac- 
turers of cosmetics to secure a permit from the Board of Pharmacy, which 
virtually brings them under the pharmacy law. Furthermore, that law 
may also control the retail of cosmetics, where the basic state law on 
drugs defines them to include cosmetics. This definition began in that 
law nearly 50 years ago, and it still continues in several states. Such a 
definition is basically unsound, because cosmetics are not drugs; and it 
may be used to confine the retail of cosmetics to druggists, which is not 
required for a protection of health. It is for these reasons that “cosmetic” 
is separately defined in the Federal Food, Drug, and Cosmetic Act and 
in the uniform state law. 

We should add that special cosmetic legislation is old. For cos- 
metics are old products; and legislation was enacted in England to regu- 
late their sale, as far back as 1731. It prohibited the adulteration of hair 
powder. [The End] 


“HALE-TRUTH 


“Assuming . . . that the ‘disclaimer’ does 
tell the truth, it cannot cure the vice of the 
half-truth or equivocation in the use of the ex- 
pression ‘thyroid substance’ in a preparation 
that contains no iodine. Section 321 (n) of 21 
USCA provides that omissions as well as rep- 
resentations shall be taken into account in 
determining whether the labeling is misleading.”’ 
Judge Garrecht of the United States Circuit 
Court of Appeals for the Ninth Circuit in 
Pasadena Research Laboratories, Inc. v. United 


States (1948). 
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The Applicability 


of the Federal Food, Drug, and Cosmetic Act 
to Intrastate Commerce 


BY WILLIAM W. GOODRICH 


THE MILLER AMENDMENTS, BY EXTENDING FEDERAL CON- 
TROL OVER INTRASTATE ACTIVITIES, MAXIMIZE PROTECTION 
OF THE PUBLIC IN ITS CONSUMPTION OF FOOD AND DRUGS 








This article was presented before the first meeting of the American 
Bar Association Committee on Food, Drug, and Cosmetic Law, in 
Seattle, Washington, on September 6, 1948. The author acknowledges 
the valuable assistance of Lester R. Uretz, an attorney in the Food and 
Drug Division, in preparing this paper. 


legislation has been and is the protection of the consuming public 
insofar as such protection can be afforded within the bounds of 
the power of Congress to regulate commerce among the several States 


‘kk BASIC PHILOSOPHY underlying Federal food and drug 


and with foreign nations.1 The Federal Food, Drug, and Cosmetic 
Act ? was designed to provide additional safeguards for the people by 
closing loop-holes and eliminating inadequacies that had been found 
in the Federal Food and Drugs Act of 1906.2 The resulting expansion 





2 Public Law No. 717, Seventy-fifth Con- 


1United States Constitution, Article I, 
Section 8, Clause 3; United States v. Dotter- 
weich, 320 U. S. 277, 282 (1943); United 
States v. Sullivan, 332 U. S. 689, 696 (1948) 
{CCH Food Drug Cosmetic Reports { 7076; 
3 Food Drug Cosmetic Law Quarterly 
(1948) 131). 


Page 332 


gress, approved June 25, 1938. 

334 Stat. 768 (1906) 21 U. S. C. 1; Sen. 
Report No. 361, Seventy-fourth Congress, 
First Session (1935); H. R. Report No. 
2755, Seventy-fourth Congress, Second Ses- 
sion (1936). 
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of the area of consumer protection has led, necessarily, to increased 
control by the Federal government over activities that are essentially 
local in character. It is my purpose to discuss, within the time allotted, 
the constitutional aspects of the more important provisions of the Act 
which have a direct impact upon intrastate activities. 


Section 301(k) as Originally Enacted 


This section represented one of the most important extensions of 
Federal jurisdiction over intrastate transactions attempted under the 


Federal Food, Drug, and Cosmetic Act. Section 301(k) of the 1938 


Act prohibited the alteration, mutilation, destruction, obliteration or 
removal of the whole or any part of the labeling of, or the doing of 
any other act with respect to, a food, drug, device, or cosmetic, if such 
act is done while such article is held for sale after shipment in interstate 
commerce and results in such article being misbranded.* 


The provision was sponsored by Representative Virgil Chapman 
of Kentucky and was added to S 5, the bill which became law in the 
Seventy-fifth Congress, by the House Committee on Interstate and 
Foreign Commerce. It was not a part of the bill as it originally passed 
in the Senate. Thus, there is little by way of recorded legislative history 
concerning it. The unrecorded history discloses that the provision was 
patterned upon precedents in the Federal Caustic Poison Act * and the 
Federal Alcohol Administration Act. Those Acts, however, dealt only 
with tampering with brands and labels, and did not extend to other 





#21 U.S. C. 331(k). * 49 Stat. 983, 27 U. S. C. 205(e). 
* 44 Stat. 1406, 15 U. S. C. 406 
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acts done with respect to caustic poisons or alcoholic beverages which 
might result in misbranding of the articles though the brands and labels 
remained intact. There is little doubt that in enacting Section 301(k), 
Congress intended to give the consuming public the fullest protection 
the commerce clause would permit. A report submitted by the House 
Committee on Interstate and Foreign Commerce stated that: 

In order to extend the protection of consumers contemplated by the law to the 
full extent constitutionally possible, paragraph [301] (k) has been inserted pro- 


hibiting the changing of labels so as to misbrand articles held for sale after inter- 
state shipment.’ 


Presumably Congress, in choosing the words “held for sale after 
shipment in interstate commerce,” intended to prevent an article from 
being misbranded at any time after the interstate journey had ended 
and before the ultimate delivery for consumption, irrespective of the 
number of intrastate sales that intervened. If the section were intended 
only to apply to misbranding in interstate commerce it would have been 
superfluous since Section 301(b) prohibits the misbranding of any food, 
drug, device or cosmetic in interstate commerce.’ Furthermore, to 
ascribe any other meaning to the words would be to nullify in large 
part the effective application of the misbranding provisions of the Act. 
It would have been a relatively simple matter for a dishonest merchant 
to circumvent the misbranding provisions by obtaining properly labeled 
commodities from interstate sources and changing the labeling after the 
transportation had ended. It hardly seems likely that Congress, after 
announcing its intent to exercise its powers to the fullest extent constitu- 
tionally possible, meant to so limit this section. Yet, the Circuit Court 
of Appeals for the Fifth Circuit in the Sullivan case refused to interpret 
the words of Section 301(k) in their fullest sense. Instead, it held 
that the section applied only to the first sale by the importer after inter- 
state shipment. The Court did this in order to avoid an adjudication 
upon an application of the Act which seemed to it to be of doubtful 
constitutionality. 


The Sullivan Case 


When the Sullivan case reached the Supreme Court, the majority 
refused to give Section 301(k) a restrictive interpretation, and upheld 


7H. R. Report No. 2139, Seventy-fifth 161 F. (2d) 629 (CCA-5; 1947) [CCH 
Congress, Third Session (1938). Food Drug Cosmetic Law Reports § 7050] 
$21 U.S. C. 331(b). 
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its constitutionality as broadly interpreted. Briefly, the facts in the 
case were as follows: *° A drug manufacturer in Illinois had shipped 
a number of bottles, each of which contained 1,000 sulfathiazole tablets, 
to its warehouse in Atlanta, Georgia. The bottles were properly labeled 
within the meaning of the Federal Food, Drug, and Cosmetic Act when 
shipped. Sullivan, a retail druggist, purchased one of these properly 
labeled bottles from the Atlanta consignee for resale at his drug store 
in Columbus, Georgia. On two occasions, tablets were removed from 
the properly labeled bottle, placed in pill boxes, and sold to customers 
without prescriptions. The boxes were labeled sulfathiazole, but did 
not bear adequate directions for use or warnings against potential misuse 
as required by Section 502(f) of the Act." 

An information was filed in the District Court for the Middle 
District of Georgia charging Sullivan with violating Section 301 (k) 
on the ground that he had done an act with respect to the drug while 
the sulfathiazole tablets were being held for sale after shipment in inter- 
state commerce which act resulted in their being misbranded. Sullivan's 
motion to dismiss the information was denied, and he was convicted."* 


The Circuit Court of Appeals for the Fifth Circuit reversed. The 


Supreme Court reversed the Circuit Court and affirmed the conviction." 


The majority of the Court, speaking through Mr. Justice Black, 
after stating that Section 301(k) was designed to extend the coverage 


of the Act “‘to every article that has gone through interstate commerce 
until it finally reaches the consumer,” ** upheld its constitutionality on 
the basis of the decision in McDermott v. Wisconsin." 

In that case, a retail merchant in Wisconsin received, from Chicago, 
a box containing 12 cans of syrup which he placed on his store shelves 
for sale. When received by him, the labels on the syrup complied with 
the Federal Food and Drugs Act of 1906, but did not meet the require- 


are necessary for the protection of users 


* A more complete discussion of ‘‘The 
Sullivan Case,’" by William A. Quinlan, 
will appear in the December issue of the 
Quarterly. 

™ Section 502. A drug or device shall be 
deemed to be misbranded . “(f) Unless 
its labeling bears (1) adequate directions 
for use; and (2) such adequate warnings 
against use in those pathological conditions 
or by children where its use may be danger- 
ous to health, or against unsafe dosage o1 
methods or duration of administration or 
application, in such manner and form, as 


--. 210.8. C. Sif) 

"267 F. Supp. 192 (M. D 
{CCH Food Drug Cosmetic Law 
© 7014]. 

"% United States v. Sullivan, 332 U. S. 689 
(1948) [CCH Food Drug Cosmetic Law Re- 
ports " 7076: 3 Food Drug Cosmetic Law 
Quarterly (1948) 131]. 

“ United States v. Sullivan, 332 U. S. 689, 
696 (1948) [CCH Food Drug Cosmetic Law 
Reports § 7076; 3 Food Drug Cosmetic Law 
Quarterly (1948) 131]. 

8 228 U. S. 115 (1913). 


Georgia 1946) 
Reports 
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ments of a Wisconsin statute. To comply with the state statute, it 
would have been necessary for the retailer to remove the old labels and 
affix new ones. The Supreme Court held that Wisconsin could not 
require the removal of a label which met the requirements of the Federal 
law; that to do so would be an unlawful attempt by the state to discredit 
and burden legitimate Federal regulation of interstate commerce. 


The Court in the Sullivan case recognized that the situation 
differed in two important respects from McDermott v. Wisconsin. In 
the McDermott case, the retailer had received the cans directly from an 
out-of-state seller, while in the Sullivan case the retail merchant had 
procured the sulfathiazole tablets in an intrastate sale from a consignee 
who had obtained them by interstate shipment. In the McDermott case, 
the labels involved were on the original containers; in the Sullivan case, 
the Act required proper labels to be put on the transfer containers, and 
that the drug be sold only upon prescription. Despite these important 
variants, the majority did not feel constrained to defend, in any length, 
their extension of the McDermott decision. They were satisfied that 
the McDermott case stood for the proposition that Congress has the 
constitutional power under the Commerce Clause to regulate the brand- 
ing of articles that have come to rest after an interstate shipment and 
are being held for future sales in intrastate commerce. In further sup- 
port of their conclusion that this was a legitimate exercise of congres- 
sional power under the Commerce Clause, the Court cited United States 
v. Walsh,” Wickard v. Filburn,” United States v. Wrightwood Dairy 
Co.,?8 and United States v. Darby, all of which had upheld Federal 
regulation of various phases of intrastate activity because such activity 
substantially affected interstate commerce. 


Section 301(k) as Recently Amended 


Subsequent to the Supreme Court decision in the Sullivan case, 
an amendment to Section 301 (k), sponsored by Representative William 
J. Miller of Connecticut, inserted the phrase ‘‘(whether or not the first 
sale)"’ after the words ‘while such article is held for sale,” and the 
words “adulterated or’’ before ‘“‘misbranded.”” The section now reads: 

Section 301. The following acts and the causing thereof are hereby prohibited: 





#331 U. S. 432 (1947) [CCH Food Drug 18 315 U. S. 110 (1942). 
Cosmetic Law Reports { 7052]. % 312 U. S. 100 (1941). 
7317 U. S. 111 (1942). 
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(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale 
(whether or not the first sale) after shipment in interstate commerce and results in 
such article being adulterated or misbranded. 


The words we have italicized were added by Public Law 749, Eightieth 
Congress. 


Actually, the decision in the Sullivan case made the insertion of 
the parenthetical expression unnetessary. The phrase simply made 
express that which previously had been left to interpretation. The 
language was retained for purposes of clarity.2° The word “adulterated” 
was added to bring the section in conformity with Section 304(a) (which 
also was amended) by prohibiting acts which resulted in adulteration 
as well as misbranding.”° 


The Implications of Section 301 (k) 


What are the implications of the present Section 301(k) fortified 
as it is by the Sullivan decision? Unquestionably, it enlarges the area 
of coverage of the Act to include intrastate activities which have, up 
to now, been customarily controlled in greatest measure by the local 
law. The amended Act gives the United States the authority to pro- 
hibit the misbranding or adulteration of a food, drug, device, or cosmetic 
from the moment it is shipped in interstate commerce until it reaches 
the consumer, and this without regard to the period intervening between 
sales or the number of sales within the boundaries of the state of 
consumption. 


It has been suggested that one of the serious ramifications of the 
Sullivan case is that it places upon retail merchants the onerous duty of 
relabeling articles that are removed from their containers for sale. The 
Supreme Court was not impressed by this ‘‘multitude of evils,"’ argument, 
pointing out that the Administrator is given broad enough discretionary 
powers to treat such violations as minor offenses for which no regula- 
tory action is required. The Food and Drug Administration now is 
surveying merchandising practices to determine the extent to which 
repackaging is practiced, with a view to amendment, where possible, 
of their exempting regulations. But the hardship that might result in 


»* Sen. Report No. 1221, Eightieth Con- port No. 807, Eightieth Congress, First Ses- 
gress, Second Session 1 (1948); H. R. Re- sion 3 (1948). 
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the possible application of the section to repackaging of foods is more than 
offset by the strict application of the section to dealings in drugs. The 
injury to the public health which may result if the protection of the 
statute is lifted before drugs reach the ultimate consumer is particularly 
serious. It is not reasonable to assume that Congress would devise 
careful safeguards to prevent adulteration and misbranding during 
interstate commerce only to see its regulation frustrated by failure to 
extend the protection to the storage and merchandising transactions 
which follow the interstate journey but precede consumption or use 
of a drug. 


The most interesting problems that we must inevitably face arise 
from the language ‘the doing of any other act with respect to a food, 
drug, device, or cosmetic, if such act is done while such article is held 


forsale . . .” (Italics added). 


Has the local warehouseman committed a Federal crime when he 
suffers pure food which has come to him from an out-of-state source 
to be stored in a rodent-infested establishment where it becomes con- 
taminated with filth? Has the dealer or local distributor of drug prep- 
arations violated the section when he holds drugs for an undue time 
during which they become deteriorated or outdated? We believe that 
they have, and there is support for that position in the committee 
reports which relate to the Miller amendment.*' 


“Held for sale,’ in our view, includes the holding of an article 
for any purpose other than for consumption by the holder. It includes. 
for example, the holding of flour which is intended to be incorporated 
into baked goods prior to sale to the consumer. On this, we look for 
support to the decision in Hipolite Egg Co. v. United States.” 
Undoubtedly, many questions will arise as to when the holding for sale 
ends and the final sale has been completed. We trust that the attitude 
of judicial assistance that has prevailed in the past will preclude evasions 
based upon legal niceties which perhaps could be drawn from the 
law of sales. 


Section 304(a) Before Amendment 


Another very important extension of Federal jurisdiction over intra- 
state activity is found in Section 304(a) as recently amended.** Sec- 








2 See note 20. 2 Public Law No. 749, Eightieth Con 
22 220 U. S. 45 (1911) gress, approved June 24, 1948. 
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tion 304(a), before amendment, provided, inter alia: 


Any article of food, drug, device, or cosmetic that is adulterated or misbranded 
when introduced into or while in interstate commerce . . shall be liable to be 
proceeded against while in interstate commerce, or at any time thereafter, on libel 
of information and condemned in any district court of the United States within the 
jurisdiction of which the article is found ag 


The corresponding provision in the Federal Food and Drugs Act 
of 1906 had authorized seizure of food and drugs that became adulter- 
ated or misbranded after interstate movement had ended if they 
remained unloaded, unsold, or in the original unbroken packages.’ 
Under the Act of 1906, thousands of shipments of food and drugs that 
had become adulterated or which deteriorated after interstate transpor- 
tation, while the articles were being held in warehouses, were seized 
and condemned. The authority to make such seizures was never ques- 
tioned in a court action. It was thought, at the time of the passage 
of the Federal Food, Drug, and Cosmetic Act, that the words “while 
in interstate commerce” were at least the equivalent of the phrase in 
the old Act “having been transported [from one State to another] 
remains unloaded, unsold, or in the original unbroken packages.’ How- 
ever, the Circuit Court of Appeals in Linited States v. Phelps-Dodge 
Mercantile Company thought not.” 


The Phelps-Dodge Decision 


In the Phelps-Dodge case, a seizure was made of adulterated 
spaghetti which had been held in a warehouse for more than two years 
after it had been received in interstate commerce. The libel alleged 
that the spaghetti was adulterated when seized, but failed to allege that 
it was adulterated when introduced into or while in interstate commerce. 
The Court held that Section 304(a) did not authorize seizure and con- 
demnation of a food which became contaminated while stored in a 
warehouse after an interstate shipment. It held that the language ‘‘in 
interstate commerce’ of the 1938 Act was not synonymous with the 
“original packages’ provisions of the old Act; and that Section 10 of 
the 1906 Act could not be read into the present Act. The Supreme 
Court denied certiorari.”" 


*421 U.S. C. 334(a). 7157 F. (2d) 453 (CCA-9; 1946); [CCH 
#91 U.S. C. 14 (1934) Food Drug Cosmetic Law Reports % 7023] 
27 330 U. S. 818 (1947) 
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Section 304(a) As Amended 


The Phelps-Dodge decision opened the first serious gap in the 
enforcement of the Federal Food, Drug, and Cosmetic Act. Because 
of the relatively small number of Food and Drug inspectors, most inspec- 
tional activities take place after merchandise shipped interstate is stored 
in warehouses or other places awaiting distribution. In many instances, 
it would be impossible to prove that adulteration occurred before storage, 
and, even if it were possible to establish that fact through investigation, 
the time consumed by such investigations would permit many unwhole- 
some and dangerous articles to reach the consumer. Furthermore, about 
20 per cent of the seizures of adulterated foods prior to the Phelps- 
Dodge decision were in cases where adulteration occurred while the 
articles were held in storage. . 


Recommendations by the Food and Drug Administration, and the 
food and drug industries generally, resulted in the recent amendment. 
This amendment, also sponsored by Representative Miller, was designed 
to restore authority to seize articles which become adulterated or mis- 
branded while being held in warehouses and other distribution depots 
after interstate shipment, and, further, to enable the Federal authorities 
to seize articles which become adulterated or misbranded at any time 
before final sale for consumption. In cases in which doubts exist as 
to the time of adulteration or misbranding, seizure can be accomplished 
without awaiting the results of a long investigation. 


The amendment to Section 304(a) was considered along with the 
amendment to Section 301(k) and provided for the insertion of the 
words ‘“‘or while held for sale (whether or not the first sale) after ship- 
ment in interstate commerce” immediately following the words “when 
introduced into or while in interstate commerce.” The proposed amend- 
ments became law on June 24, 1948. Section 304(a) now provides 
in pertinent part: 

Any article of food, drug, device or cosmetic that is adulterated or misbranded 
when introduced into or while in interstate commerce or while held for sale (whether 
or not the first sale) after shipment in interstate commerce . . . shall be liable to 
be proceeded against while in interstate commerce, or at any time thereafter, on libel 
of information and condemned in any district court of the United States within the 
jurisdiction of which the article is found.™ 





2 Public Law No. 749, Ejightieth Con- 
gress, Second Session (1948). 
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It seems clear from the decision in the Sullivan case that Sec- 
tion 304(a) is a valid exercise of power under the Commerce Clause, 
at least in most of its applications, since its jurisdictional reach is coex- 
tensive with that of Section 301(k). The intent of Congress that the 
amendments should apply to the full extent of Federal power is revealed 
in the Committee reports. These two sections considered together repre- 
sent a great stride forward in Congress’ goal to maximize protection 
of the public in its consumption of food and drugs. They also, of 
course, represent an expansion of Federal control over intrastate activity 
under the Federal Food, Drug, and Cosmetic Act, although similar 
controls over intrastate affairs have appeared in earlier Federal acts.*° 


There has been little opposition to these provisions by the states 
despite the impact that they will have on local affairs. Representatives 
of the food and drug industries, and state food and drug enforcement 
officials approved the amendments.*®° The Congressional committees 
concerned pointed out that the extension of Federal authority was not 
intended to have the effect of excluding state authority in the same 
area. On the contrary, it was designed to make cooperative efforts of 
the Federal and state food and drug administrations more effective. 


After June 24, we were asked whether the Act would then authorize 
seizure of articles that became adulterated while in storage after an 
interstate shipment made prior to the effective date of the amendment, 
but which were presently being held for sale in their adulterated con- 
dition. We concluded that the Act could be applied to such articles.* 


Although more than 100 cases were brought under the amendment 
during the first month following its passage, no contests have yet mate- 
rialized. Several have threatened, but when counsel learned that the 
Phelps-Dodge decision has been nullified by Congressional action, the 
dispute as to authority promptly ended. 


The Olsen Decision 


A therapeutic device that was misbranded when introduced into 





% See Samuels v. McCurdy, 276 U. S. 188 
(1925); Mugler v. Kansas, 123 U. S. 623 
(1887); Corneli v. Moore, 257 U. S. 491 
(1921); Spert v. Morgenthau, 116 F. (2d) 


” The Federal Caustic Poison Act, 44 Stat. 
1406, 1408. 15 U. S. C. 404; Federal Seed 
Act of 1912 as amended in 1926, 44 Stat. 
325, 326, 7 U. S. C. 116(b)(2); Federal 


Alcohol Administration Act, 49 Stat. 977, 
983. 27 U. S. C. 205(e). 

"H. R. Report No. 807, Eightieth Con- 
gress, First Session (1947). 
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301 (App. D. C. 1940); and American Power 
and Light Co. v. Securities and Exchange 
Commission, 141 F. (2d) 606 (CCA-1; 1944), 
affirmed 329 U. S. 90 (1946). 
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and while in interstate commerce may be proceeded against and con- 
demned even though 


[The holder] had purchased and paid for the article, had it in his home, was 
satisfied with it and desired to keep it; . . . the article was not inherently danger- 
ous or harmful; [the holder] did not intend to use it commercially or to permit its 
use by persons other than himself and his mother and brothers, all of whom were 
over 21 years of age; and [the holder] believed that he and his mother had bene- 


fited by its use 


This decision restates the right of the United States to pursue a 
contraband article at any time and in any place. The passage of the 
device from the channels of commerce into a private home did not destroy 
the right. The Supreme Court not only denied a petition for a writ of 
certiorari, but cited the decision of the Circuit Court of Appeals with 
approval in the Sullivan case. Thus, the power to apprehend articles 
that were adulterated or misbranded prior to sale for consumption or 
use extends to ‘any time thereafter.’ The section of the law is clear 
in its language, and this decision has set at rest constitutional doubts 
as to the extent to which the article may be followed for condemnation. 


The Walsh Case and Section 301(h) 


Still another section of the Act which represents an expansion of 
Federal control over activities essentially intrastate in character is Sec- 
tion 301(h),** recently interpreted by the Supreme Court in Lnited 
States v. Walsh.** This section prohibits the giving of a false guaranty 
to the effect that a food, drug, device, or cosmetic is not adulterated 
or misbranded within the meaning of the Act. 


Inthe Walsh case, the appellee, operator of a pharmaceutical labora- 
tory in San Diego, gave a continuing guaranty to a dealer in Hollywood, 
California, stating that no products thereafter shipped to the latter 
would be adulterated or misbranded within the meaning of the Federal 
Food, Drug, and Cosmetic Act. While the guaranty was in effect, 
the appellee shipped to the Hollywood company a quantity of vitamin 
products which were adulterated and misbranded. An information was 
filed charging the appellee with having given a false guaranty in viola- 
tion of Section 301(h). The appellee contended that Section 301 (h) 





= United States v. Olsen, 161 F. (2d) 669 321 U.S. C. 331 (h). 
(CCA-9; 1947) [CCH Food Drug Cosmetic % 331 U. S. 432 (1947) [CCH Food Drug 
Law Reports { 7051); certiorari denied 332 Cosmetic Law Reports °§ 7052) 
U. S. 768 (1947). 
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was meant to apply only to a false guaranty which relates to an inter- 
state shipment, whereas the only shipment involved in the case was 
to a consignee within the state whose business was partly interstate 
and partly intrastate in nature. No allegation was made that the par- 
ticular lot ever moved interstate. The district court dismissed the infor- 
mation for failure to charge an offense. On appeal, the Supreme Court 
concluded that Section 301(h) applied to the giving of a false guaranty 
to one engaged wholly or partly in an interstate business regardless of 
whether the guaranty leads ultimately to shipment in interstate com- 
merce. The Court pointed out that a manufacturer usually has no 
means of knowing whether a dealer, whose business includes interstate 
sales, will redistribute a particular shipment in interstate or intrastate 
commerce. But if the manufacturer guarantees that the article he is 
selling complies with the Act, he must have the intention of assuring 
the dealer that the product may be distributed in interstate commerce 
without subjecting him to the liabilities of the Act. 


The Court did not feel that its construction of Section 301(h) 
raised any constitutional problems. It stated that, 

The Commerce Clause of the Constitution is not to be interpreted so as to deny 
to Congress the power to make effective its regulation of interstate commerce. Where 
that effectiveness depends upon a regulation or prohibition attaching regardless of 
whether the particular transaction in issue is interstate or intrastate in character, a 
transaction that concerns a business generally engaged in interstate commerce, Con- 
gress may act.* 


Certification Services and New Drugs 


It is worthy of only brief notice that the provisions of the Act relat- 
ing to the certification of batches of coal-tar colors,** insulin,*’ peni- 
cillin, and streptomycin ** provide for participation by the Food and 
Drug Administration in production control.*® Production was long 
considered to be beyond the reach of Commerce Clause regulation, 
though more recently production as such has been held to be not neces- 
sarily exempt.*° The Act provides that articles consisting wholly or in 
part of an uncertified coal-tar color, insulin, penicillin or streptomycin 





*331 U. S. 432. 434 (1947) [CCH Food tion 401, 21 U. S. C. 341, sometimes are 

Drua Cosmetic Law Reports % 7052). written in terms of manufacturing proc- 
* Sections 406 (b). 504. and 604; 21 U. esses. 

S. C. 346 (b), 354. and 364. *” United States v. Darby, 312 U. S. 100 
* Section 506, 21 U.S. C. 356. (1941); and Stern. The Commerce Clause 
*S Section 507. 21 U.S. C. 357 59 Harvard Law Review 659, 883 (1946). 
* Food standards promulgated under sec- 
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shall be deemed to be adulterated ** or misbranded.*? This makes such 
articles subject to seizure when shipped interstate and is a part of the 
offense under Section 301. Because the articles are precluded from 
commerce unless pre-tested and certification is obtained, the provisions, 
in practical effect, bring the articles under scrutiny by the Administra- 
tion during production. 


A new drug is barred from the channels of commerce unless an 
application to demonstrate its safety has been made by the shipper and 
has become effective.** This again gives the Administration the authority 
to evaluate the pre-production experimentation and study and the pro- 
duction and merchandising controls. 


The Oleomargarine Tax Repeal 


Notwithstanding the statements in committee reports, previously 
mentioned, to the effect that Congress intended to exercise its power 
to the full extent constitutionally possible by Sections 301(k) and 
304 (a), as amended, there is now pending in Congress a proposal which 
would extend the area of authority under the Federal Food, Drug, and 
Cosmetic Act to a point heretofore unknown. The bill, H. R. 2245, 
would repeal the Oleomargarine Tax Act. As reported by the Senate 
Committee on Finance, Senate Report 1437, Eightieth Congress, Second 
Session, the tax repeal is conditioned upon a rather far-reaching amend- 
ment to the Federal Food, Drug, and Cosmetic Act. This amendment, 
originally proposed by Senator Fulbright,** was perfected and made a 
part of the bill at the request of Senator Millikin. The Committee 
desired that the Federal Food, Drug, and Cosmetic Act be made fully 
applicable to colored oleomargarine wherever produced and sold, and 
that safeguards be provided to assure persons who take meals in public 
eating establishments that colored oleomargarine is not being substi- 
tuted for butter. 


Colored oleomargarine, because of its texture, spreadability, flavor, 
and cooking characteristics, can readily be palmed off as butter. The 
Federal Food, Drug, and Cosmetic Act, as it now stands, requires that 
colored margarine be truthfully and informatively labeled and not other- 


* Section 402 (c), 501 (a) (4); 601 (e); “Hearings before the Committee on 
21 U. S. C. 342 (c), 351 (a) (4) and 361 (e). Finance, United States Senate, Eightieth 

# Section 502 (k) and (1); 21 U. S. C. Congress, Second Session, on H. R. 2245, 
352 (k) and (1). pages 75-97. 

* Section 505, 21 U. S. C. 355. 
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wise adulterated or misbranded if it originated from an out-of-state 
source. However, the Act does not contain any provisions specifically 
designed to inform persons who take their meals in public eating places 
that the colored fat being served them is oleomargarine. Nor does it 
regulate the distribution, sale, and service of colored oleomargarine 
which is produced and consumed within the same state. 


Section 3 of H. R. 2245 contains the new regulatory provisions 
which would be amendments to the Federal Food, Drug, and Cosmetic 
Act. The section begins with a Congressional declaration and finding 
that the sale of colored oleomargarine without clearly identifying it 
as such, or which is otherwise adulterated or misbranded, places a burden 
on interstate commerce by depressing the market for butter and for 
oleomargarine which is clearly identified and which is neither adulterated 
nor misbranded. The declaration and finding states that the burden 
exists irrespective of whether such oleomargarine originates from an 
interstate source or from the state in which it is sold. 


It is self-evident that close regulation of oleomargarine from an 
interstate source, while oleomargarine produced locally is left free of 
control, would in practical effect give local producers a great competi- 
tive advantage. Oleomargarine is not dependent upon a local supply 


of raw materials (as is butter, which depends upon an available supply 
of fluid milk and cream), and it would be entirely possible to establish 
manufactories in each of the several states to avoid the effect of this 
amendment. 


Without regulation of oleomargarine from all sources, there cannot 
be effective regulation of that part of the colored oleomargarine which 
comes from out-of-state sources. As a matter of enforcement, it would 
be difficult, and, in some cases, impossible to prove that colored oleo- 
margarine substituted or sold for butter in public eating establishments 
had been previously in interstate commerce. The Committee concluded 
that regulation of the whole was necessary. The Oleomargarine Tax 
Act had covered the entire field, and it was the desire of the Committee 
that the coverage of the Federal Food, Drug, and Cosmetic Act should 
be no less inclusive.** 





**S Report No. 1437, Eightieth Congress, 
Second Session (1948). 
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The declaration and finding as to the burden on interstate com- 
merce is not necessary to the bill, but such declarations have proven 
helpful when acts of Congress were judicially reviewed.* 


The section of the bill with which we are the most concerned 
would amend the Act by adding new Section 407. Section 407(a), as 
proposed, would provide that: 


Colored oleomargarine which is sold in the same State or Territory in which 
it is produced shall be subject in the same manner and to the same extent to the 
provisions of this Act as if it had been introduced in interstate commerce. 


This subsection would make oleomargarine of local production meet the 
same requirements of purity and truthful labeling that are applicable 
to out-of-state production. 

’ 


The amendment provides a new prohibition in the Federal Food, 
Drug, and Cosmetic Act.** It would read as follows: 

No person shall serve colored oleomargarine at a public eating place, whether 
or not any charge is made therefor, unless (1) each separate serving bears labeling 
identifying it as oleomargarine and (2) a notice that oleomargarine is served is 
displayed prominently and conspicuously in such place.” 

It is to be noted that this prohibition is stated in the conjunctive: 
a restaurateur would be required to both label each serving of colored 
oleomargarine as such and to display a notice that his establishment 
served oleomargarine. 


Proposed Section 407(c) exempts colored oleomargarine, at the 
time of service at public eating places, from most of the labeling require- 
ments of the Act, provided there is .compliance with the notice 
requirements heretofore mentioned. Under the Supreme Court decision 
in the Sullivan case, this exemption is necessary to relieve the restaurant 





* Carolene Products Co. v. United States, the word oleomargarine on the pat of 
304 U. S. 144 (1938). table fat. The committee made this clear. 
“ H. R. 2245, Section 407 (b) and (c). Section 403 (f) of the Act, which is appli- 
The prohibition would add new Section cable to this requirement, specifies that 
301 (m) to the Federal Food, Drug, and the identifying marks shall be ‘‘promi- 


Cosmetic Act. “‘with such 
conspicuousness (as compared with other 


words, statements, designs, or devices, in 
the labeling) and in such terms as to ren- 
der it likely to be read and understood 
by the ordinary individual under customary 
conditions of purchase and use."’ This 
would require that the word ‘‘oleomar- 
garine’’ appear in some contrasting color 
either on the receptacle, or on a wrap- 
ping, or a slip placed on a pat of fat. 


***Public eating place’ is not defined 
in the Act, its meaning is left to court 
interpretation. This language has no fixed 
meaning at common law, and would in- 
clude restaurants, lunchrooms, hotels, inns. 
public houses, boarding houses, and the 
like. 

The requirement that each separate serv- 
ing bear labeling identifying the food as 
oleomargarine is not met by imprinting 
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owner of responsibility for labeling the colored oleomargarine served 
by him with information such as the fact that artificial flavor has 
been added. 


The Constitutional Implications of the Amendment 


Should the amendment be enacted into law, it will give the Federal 
government the power to regulate an article which at no time entered 
or left the stream of interstate commerce. Up to now, the jurisdiction 
of the Act over intrastate activities has been limited to various controls 
over foods, drugs, devices, and cosmetics which have been in interstate 
commerce at one time or another or which are reasonably expected to 
enter the channels of commerce. The amendment represents the first 
attempt to regulate an article produced and sold within the boundaries 


of one state. 


Perhaps earlier in our history the proposed amendment would have 
been of doubtful constitutionality; but the expansion of congressional 
powers under the Commerce Clause in recent years makes it likely that 
the amendment will be upheld as a regulation which is reasonable and 
necessary to protect interstate commerce. 


The principle that the power over interstate commerce extends to 
intrastate transactions affecting interstate commerce was first enunciated 
in the Minnesota Rate case,’* and the Shreveport Rate case,*° in which it 
was held that intrastate railroad rates could be controlled by the Federal 
government because of their competitive relation to interstate rates. Fol- 
lowing these decisions, Congress has regulated many phases of intrastate 
activity, and, in most instances, the Supreme Court has sustained the 
regulations as a proper exercise of power.*' 





* 230 U.S. 352 (1913). hence is not subject to congressional regu 


” Houston & Texas Ry. v. United States, lation. The Court upheld the Act, stating 
234 U. S. 342 (1914) that the sales were predominantly in in- 

‘A few of the cases that are worthy terstate commerce and that the tobacco 
of special notice follow: Currin v. Wallace, remaining in the state was inseparable 
306 U. S. 1 (1939). involved the Tobacco from that to be shipped outside. 
Inspection Act of 1935 which provided for Shortly thereafter, the Court, in Mulford 


the inspection and grading of tobacco in v. Smith, 307 U. S. 38 (1939), was called 
auction warehouses where most tobacco is upon to determine the constitutionality of 
marketed. A group of tobacco warehouse- the 1938 Agricultural Adjustment Act. The 
men and auctioneers sought a declaratory Act provided for a system of marketing 
judgment to the effect that the Tobacco quotas for tobacco, wheat, cotton, corn, 
Inspection Act was unconstitutional, one and rice. During years in which the Sec- 
of the grounds for their contention being retary of Agriculture found that total sup- 
that the offering of tobacco for sale at plies of one of these commodities were 
auction on the warehouse floor is not a too high, he was to establish marketing 
transaction in interstate commerce and Footnote 51 continued on page 348 
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The leading case for the principle that competition from intrastate 
articles burdens interstate commerce is Linited States v. Wrightwood 
Dairy Co.*? The application of the minimum price provision in the 
Agricultural Marketing Agreement Act to a milk dealer who purchased 
milk produced within a state was questioned. The Act authorized the 
Secretary of Agriculture to issue marketing orders fixing minimum prices 
to be paid to producers of milk and certain other commodities. It pro- 
vided that the Secretary 

~ shall regulate in the manner hereinafter in this section provided, only 
such handling of such agricultural commodity, or product thereof, as is in the current 
of interstate or foreign commerce, or which directly burdens, obstructs, or affects, 
interstate or foreign commerce in such commodity or product thereof. 
The milk dealer contended that his business was entirely intrastate, 
therefore the statute could not constitutionally apply to him. 


The Court said: 


. . the national power to regulate the price of milk moving interstate into 
the Chicago, Illinois, marketing area, extends to such control over intrastate transac- 
tions there as is necessary and appropriate to make the regulation of the interstate 
commerce effective; and it includes authority to make like regulations for 
the marketing of intrastate milk whose sale and competition with interstate milk 
affects its price structure so as in turn to affect adversely the congressional regulation. 


Wickard v. Filburn ** is a case where the Federal government, under 
the Commerce Clause, penalized a man for feeding wheat which he grew 





trol production would be invalid under the 


Footnote 51—continued 

quotas subject to the approval by refer- 
endum of two-thirds of the producers of 
the commodity. Allotments were made for 
each farm and penalties were to be paid 
by producers for marketing commodities 
in excess of the quota. Two days after 
the Act became effective, the Secretary 
found that the supply of flue-cured tobacco 
was excessive. Marketing quotas for such 
tobacco were established and approved by 
the necessary majority of producers. A 
number of Georgia producers who had 
grown more than their quota brought suit 
to enjoin the collection of penalties for 
marketing tobacco in excess of their indi- 
vidual allotments. The plaintiffs contended, 
among other things, that the Act was a 
statutory plan to control production and, 
therefore, beyond the powers delegated to 
Congress. They relied very strongly on 
the decisions in United States v. Butler, 297 
U. S. 1 (1936), and Hammer v. Dagenhart, 
247 U. S. 251 (1918), in both of which 
cases the Court had in effect declared that 
a Federal statute which attempted to con- 
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10th Amendment. The Court held that the 
Agricultural Adjustment Act primarily reg- 
ulated sales in interstate commerce, not 
production. The decision, without so de- 
claring, overruled the Butler case. By 
stating that the Federal government had 
the power to regulate the amount of a 
commodity which could be sold, the Court 
was in effect giving the government the 
power to control the amount produced in 
an interstate industry. 

52 315 U. S. 110 (1942). 

53317 U. S. 111 (1942). The facts of the 
case were as follows: Filburn owned and 
operated a small farm in Ohio. It had been 
his custom to raise a small amount of win- 
ter wheat. He would dispose of this wheat 
by selling part of it, feeding part of it to 
poultry and livestock on his farm, using 
some in making flour for home use, and the 
rest for future seeding. He was informed 
that under authority of the Agricultural 
Adjustment Act of 1938, his winter wheat 
allotment for the 1941 crop would be 11 

Footnote 53 continued on page 349 
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on his land to his own stock, because such actions substantially affect the 
price of interstate wheat by competing with it in the market. 


The Court stated that: 


But even if appellee's activity be local and though it may not be regarded as 
commerce, it may still, whatever its nature, be reached by Congress if it exerts a 
substantial economic effect on interstate commerce and this irréspective of whether 
such effect is what might at some earlier time have been defined as ‘‘direct” or indirect. 

With this background of decisions, it is not difficult to reason that 
the competition from locally produced colored oleomargarine would sub- 
stantially depress the market for butter and for colored oleomargarine 
that comes from without the state of sale and consumption; and that 
regulation of the whole field is necessary to eliminate undue burdens on 
interstate commerce. 


Conclusion 


The implications of this venture into Federal control of local pro- 
duction and merchandising practices are tremendous. The fact that 
oleomargarine has been the subject of special legislation for many years 
does not weaken or destroy the force of the precedent. There are abuses 
of consumer welfare in other articles of food, drugs, devices, and cos- 
metics that could as well be drawn upon for extending Federal control. 
Whether the control should be extended rests squarely with Congress, 
for the Supreme Court has given it a largely unrestricted choice in the 
field of Commerce Clause legislation. [The End] 


. 





Footnote 53—continued 

acres. He planted 23 acres, refused to put 
the excess in storage, and sued to enjoin 
enforcement of the penalty imposed by the 
Act for neglecting to do so. 
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The Federal Trade Commission's 

Procedures and Policies in the Administration 
of the Wheeler-Lea Amendments Relating to 
Food, Drug, and Cosmetic Advertising 


BY ROBERT E. FREER ... CHAIRMAN, FEDERAL TRADE COMMISSION, 
WASHINGTON, D. C. 





Y APPLICATION for membership in the American Bar As- 
sociation was dated more than a quarter of a century ago, and 
more than a score of my thirty years’ practice has been con- 

nected with so-called administrative agencies, of which over a decade 
has been as a Commissioner of the Federal Trade Commission. As a 
fellow member it is my pleasure, and as Chairman of the Federal Trade 
Commission it is my duty, to appear here today to present my paper 
on the Wheeler-Lea Act of 1938, which amended the Federal Trade 
Commission Act of 1914. 


ADMINISTRATIVE LAW 


Role of the Association 


Members of the American Bar Association during the past half 
century have been fortunate not only to have witnessed the development 
of most of the administrative agencies of government, but also to have 
been able to participate actively in the evolution of the administrative 
process itself. The enactment, in 1946, by Congress of the Admin- 
istrative Procedure Act is an apt illustration. That Act deals compre- 
hensively with the subjects of procedure, the rules of evidence, the 
separation of prosecuting and deciding functions, and judicial review 
in proceedings before administrative agencies on which Congress had in 
numerous instances conferred remedial powers and commingled func- 
tions. The development of the administrative process is a legal phe- 
nomenon completely consistent with the principle that the law is not an 
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end in itself, but only a means to an end. The recognition of this 
principle is the strongest assurance that the performance of the judicial 
function will become increasingly a creative art by which legal doctrine, 
with due regard to its continuity, can be constantly molded to the social 
and economic need of the changing times. 


The Field of Administrative Law 


A former president of this Association, the Honorable Elihu Root, 
said: 


There is one special field of law development which has manifestly become in- 
evitable. We are entering upon the creation of a body of administrative law quite 
different in its machinery, its remedies, and its necessary safeguards from the old 
methods of regulation by specific statutes enforced by the courts . . . There will be 
no withdrawal from these experiments. We shall go on; we shall expand them, 
whether we approve theoretically or not, because such agencies furnish protection to 
rights and obstacles to wrong doing which under our new social and industrial con- 
ditions cannot be practically accomplished by the old and simple procedure of legis- 
latures and courts as in the last generation.’ 


The Supreme Court said that: 


To a large degree they (administrative tribunals) have been a response to the 
felt need of governmental supervision over economic enterprise—a supervision which 
could effectively be exercised neither directly through self-executing legislation nor by 
the judicial process. That this movement was natural and its extension .inevitable, 
was a quarter a century ago the opinion of eminent spokesmen of the law.’ 


The Attorney General's Committee on Administrative Procedure, 
composed of outstanding members of this Association, after an ex- 
haustive study of the administrative processes, in its Final Report stated, 
among other things, that: 


The 94 Federal district and territorial courts are structurally incapable of the 
same uniformity in the application of law as a single centralized agency . . . The 
need of bringing to bear upon difficult social and economic questions the attention of 
those who have time and facilities to become and remain continuously informed about 
them was recognized very early . . . It is thus apparent that varied types of subject 
matters, . . . have been entrusted by Congress to administrative agencies at least in 
part for similar reasons: In order to assure continuous attention to and clearly allocated 
responsibility for the effectuation of legislative policies . . . For example, Congress. 
believing it necessary to supervise and check competitive practices which tended toward 
monopoly and restraint of trade, in 1914 created the Federal Trade Commission .. . * 











1 41 American Bar Association Report * Final Report Attorney General’s Com- 
355, 368-69. mittee on Administrative Procedure, pages 
* Federal Communications Commission v. 14, 15, 16, 17 


Pottsville Broadcasting Company, 309 U. S. 
134, 142 (1940). 
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The Commission as an Administrative Agency 


In creating the Federal Trade Commission as a single centralized 
agency, Congress recognized the desirability and necessity for uniformity 
in the application of the law. Conflicting determinations could readily 
result in the ruin of one competitor and the financial gain of another. 
Congress further recognized, in the creation of this agency and in provid- 
ing exclusive jurisdiction in the Circuit Courts of Appeal to review its 
decisions, the same significant conclusion later reached by the Attorney 
General's Committee on Administrative Procedure regarding attainment 
of such uniformity in the application of law through “‘a single centralized 


agency.” 


The Supreme Court has said: 

The Federal Trade Commission is an administrative body created by Congress to 
carry into effect legislative policies embodied in the statute in accordance with the 
legislative standard therein prescribed, and to perform other specified duties as a 
legislative or as a judicial aid.* 

It was created with the avowed purpose of lodging the administrative functions 
committed to it in “a body specially competent to deal with them by reason of informa- 
tion, experience, and careful study of the business and economic conditions of the 
industry affected,” and it was organized in such a manner with respect to the length 
and expiration of the terms of office of its members, as would “give to them an op- 
portunity to acquire the expertness in dealing with these special questions concerning 
industry that comes from experience.” 


While a list of all the practices considered, in 1914, to be detrimental 
to the public and to honest business men might have been attempted and 
the results incorporated in the form of proscriptions in a statute, such 
detailing of specific practices purposely was not attempted in an effort 
to preserve flexibility of the law and to make possible its application to 
new practices which might be devised in the future and found to be unfair. 
This intention was manifested by the House Managers of the Conference 
Committee, who reported with respect to the original Federal Trade 
Commission Act that: 


It is impossible to frame definitions which embrace all unfair practices. There is 
no limit to human inventiveness in this field. Even if all known unfair practices were 
specifically defined and prohibited, it would be at once necessary to begin over again. 
If Congress were to adopt the method of definition, it would undertake an endless task. 
It is also practically impossible to define unfair practices so that the definition will 
fit business of every sort in every part of this country. Whether competition is 





4 Rathbun v. United States, 295 U. S. 602 Sixty-third Congress. Second Session. pages 
(1935) ; 55 Sup. Ct. 869. 9, 11, as quoted in Federal Trade Commis- 

5 Report of Senate Committee on Inter- sion v. R,. F. Keppel & Bro., Inc., 291 U. S. 
state Commerce No. 597, June 13, 1914, 304 (1934); 54 Sup. Ct. 423. 
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unfair or not generally depends upon the surrounding circumstances of the particular 
case. What is harmful under certain circumstances may be beneficial under different 
circumstances.* 

Congress did not make the Commission a statutory court in the 
judicial branch of government, as it might have done. Instead, Congress 
created a Commission responsible to the legislative branch of government, 
with a duty to apply the general legislative standards to the facts of 
particular cases. 


THE ORGANIC ACT 


The original Federal Trade Commission Act of 1914 made unlawful 
“unfair methods of competition in commerce.” Designed as it was to be 
‘a body especially competent” in the problems of business relationships, 
the Commission created to administer the Act was not conceived as a 
consumers’ agency in a sense that would make it antagonistic to business. 
It was the thought, rather, that consumers and the great body of business 
men have a common interest in preserving the American system of free 
enterprise. 

Preventive, rather than punitive, in purpose, the legislative standard 
thus adopted was a broad one. The scope of its application was to be 
determined by the Commission in particular instances upon evidence 
coupled with due consideration to the competitive conditions and the 
public interest. 

The Supreme Court has said of the phrase “unfair methods of 
competition” that 

It belongs to that class of phrases which does not admit of precise definition, but 
the meaning and application of which must be arrived at by what-this Court else- 
where has called “the gradual process of judicial inclusion and exclusion.” * 

The Supreme Court also has said that 

. . . its scope being left to judicial determination as controversies arise .. . 
“unfair methods of competition” are thus to be determined in particular instances, upon 
evidence, in the light of particular competitive conditions and of what is found to be a 
specific and substantial public interest. 

What the Court said with respect to the phrase “unfair methods of 
competition” in the original Federal Trade Commission Act also, by 
analogy, may be applied to the companion phrase “unfair or deceptive 
acts or practices’’ added by the Wheeler-Lea Amendments.’ The de- 





*House Report No. 1142, Sixty-third *Shechter Corp. v. United States, 295 
Congress, Second Session, page 19, Septem- U. S. 495; 55 Sup. Ct. 837 (1935). 
ber 4. 1914. ®° 52 Stat. 111. 


* Federal Trade Commission v. Raladam, 
283 U. S. 643; 51 Sup. Ct. 587 (1931). 
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termination of the meaning and application of this phrase likewise was 
delegated by Congress to the Federal Trade Commission, to be de- 
termined in particular instances subject to review by the Circuit Courts 
of Appeal. The yardstick for measuring unfair methods of competition 
evolved by the Commission, with the approval of the appellate courts, 
was whether the practices forming the framework of the competitive 
method were opposed to good morals because characterized by deception, 
fraud, or oppression or against national public policy because tending to 
suppress competition or create monopoly."® 


Among the methods held to be unfair under the original Act were 
not only conspiracy to control or fix prices, combinations to boycott or 
interfere with a competitor's source of supply, tie-in sales, and passing 
off one’s goods as the product of another, but also false and misleading 
advertising. 


WHEELER-LEA AMENDMENTS 


The enactment, in 1938, of the Wheeler-Lea Act '' marked sub- 
stantive and procedural changes in the Federal Trade Commission Act 
aimed generally at more effective regulation of false advertising. One 
change was to append to the statutory prescription against ‘unfair 
methods of competition” in interstate commerce (Section 5(a)) a like 
prohibition against ‘unfair or deceptive acts or practices.’ This change 
was intended to enable the Commission to prohibit unfair practices upon 
showing of injury to the public, without proof of injury to a competitor 
or competitors. The latter type of injury sometimes was difficult to prove 
where the unfair practices enjoyed widespread or universal use.’*? An- 
other addition (Section 5(1)) was the provision that enforcement pro- 
ceedings for collection of civil penalties may be instituted by the 
Attorney General on behalf of the United States in instances of violations 
of the Commission's orders to cease and desist where such orders have 
become “‘final’’ either by failure to file petition for review or through 
affirmance by a reviewing court. Further amendment was through formu- 
lation of a definition of the term “‘false advertisement” (Section 15), 
embracing “an advertisement other than labeling which is misleading 
in a material respect,” applicable to the advertising of food, drugs, cura- 





” Federal Trade Commission v. Gratz, 253 2 Senate Report 221, Seventy-fifth Con- 

U. S. 421; 40 Sup. Ct. 572 (1920). gress, First Session, comment with respect 

1 52 Stat. 111, 114-117. to Federal Trade Commission v. Raladam, 
283 U. S. 643; 51 Sup. Ct. 587 (1931). 
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tive devices and cosmetics, and the provision for institution either of 
criminal (Section 14) or injunctive (Section 13) proceedings in the 
District Courts as supplemental to the Commission's processes to sup- 
press, in appropriate cases, the dissemination of false advertisements 
for such commodities. 

“Urgent and manifest” was the need for more effective enforcement 
measures, affirmed a legislative report.'* As demonstrated so clearly 
in the legislative history, the enactment of the Act was accompanied by 
legislative recognition that injury to the consumer pocketbook was of 
equal importance in law with that suffered by a competitor from whom 
business had been diverted by an unethical business rival. Under the 
Act, exclusive jurisdiction to eliminate deceptive advertising, as dis- 
tinguished from the labeling, of food, therapeutics, and cosmetics re- 
mained, as theretofore, with the Commission. It was contemplated that 
investigations looking to invoking of the newly created supplemental pro- 
cedures would be merged with the processes theretofore utilized by the 
Commission for the elimination of unethical advertising in connection 
with the sale of all types of commodities including foods, therapeutics, 
and cosmetics. The Wheeler-Lea Act was approved March 21, 1938. 
Approved on June 25, 1938, was the Federal Food, Drug, and Cosmetic 
Act of 1938, entitled “An Act to prohibit the movement in interstate 
commerce of adulterated and misbranded food, drugs, devices, and cos- 
metics, and for other purposes.” ™ 

The Federal Food, Drug, and Cosmetic Act applies to the adultera- 
tion and misbranding of products, and certain of the penalties provided 
are criminal in nature. 


Enforcement Policies 


As previously stated, between 1914 and 1938, many types of unfair 
practices were held by the Commission to violate the original Section 5, 
prohibiting unfair methods of competition, and a considerable number 
of such determinations were considered and confirmed by the courts on 
review. Among these were false and misleading representations made in 
connection with the sale of commodities respecting their composition, 
quality, attributes, efficacy, and origin. Such misrepresentations had been 
used variously in newspapers, magazines, radio broadcasts, circulars, 
brochures, and labeling. 





8 Report No. 1613, Seventy-fifth Congress, 4% 52 Stat. 1040; 21 U. S. C. A. Section 301, 
First Session. et seq. 
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The Commission's general authority to protect the public from 
untruthfully labeled food and drugs under Section 5 of the Federal Trade 
Commission Act was not limited by either the Wheeler-Lea or the 
Federal Food, Drug, and Cosmetic Acts. For a period of time and when 
the circumstances were such as to warrant, the Commission exercised this 
concurrent jurisdiction with the Food and Drug Administration, and this 
course was approved on court review.’® To avoid conflict, duplication 
of effort, and unnecessary overlapping with the Food and Drug Ad- 
ministration and other agencies, however, the Commission, on December 
5, 1946, promulgated a statement of policy to the effect that it would not 
institute proceedings in matters involving the labeling or branding of 
commodities where the subject matter was a direct responsibility of an- 
other Federal agency.*® 

The definition of false advertisement of a food, drug, device, or 
cosmetic (Section 12) embraces advertising statements which are mis- 
leading either because they are untrue in their letter or false in their 
suggestion. A supplemental standard, in the section provided for de- 
termining falsity, directs that there be taken into account the extent to 
which the advertisement fails to reveal facts with respect to consequences 
from use of such a commodity either under the conditions prescribed in 
the advertisement or under customary or usual conditions. Hence, from 
the outset, in forming a conclusion as to the truth or falsity of particular 
advertisements of this class of commodities, the Commission has taken 
into consideration information as to whether the product is potentially 
injurious and under what circumstances its effects may be adverse. This 
necessarily involves weighing the particular conditions under which 
consumers utilize the article and the conditions of use counseled directly 
or by implication in the advertising, together with any language of 
disclosure which may appear. 

Injurious commodities fall into two categories in that some may cause 
harm under any condition of lay use while in others injury is contingent. 
In this second group are products which may injure only if the user has 
some particular infirmity or disease. On the other hand, harm may 
ensue only if the product is used for extended periods of time or in ex- 
cessive quantities. In such case, consideration necessarily was given 





% Justin Haynes & Co., Inc. v. Federal % Rules, Policy, Organization and Acts, 
Trade Commission, 105 F. (2d) 988, (CCA-2; page 42. 
1939); Fresh Grown Preserves Corp., et al. 
v. Federal Trade Commission, 125 F. (2d) 
917 (CCA-2; 1942). 
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as to whether prolonged or increased consumption normally would ensue 
if the user found the product beneficially influencing his conditions or 
symptoms. 

Prior to its policy statement of December 5, 1946, the Commission 
had been requiring that advertising disclose the facts as to the circum- 
stances under which injury would ensue from use of a potentially danger- 
ous food, drug, device, or cosmetic. In nearly all such cases, however, 
stipulations and orders to cease and desist requiring such disclosure al- 
ternatively permitted use of the expression ““Caution—Use Only as 
Directed” in the advertising where adequate disclosure as to potential 
danger to health appeared in the directions for use. Under another 
limitation in the present policy, advertisements are not deemed to be 
false by reason of failure to reveal facts with respect to the conse- 
quences of use unless “the resulting dangers may be serious or the public 
health may be impaired.’ ** In such instances, it is the policy of the 
Commission to require that appropriate disclosure of the facts be made 
in the advertising. 

The Commission has announced, as an administrative interpretation 
of Sections 12 and 15, that it does not propose to require disclosure in 
advertising that, under certain conditions, injury may result from use of 
particular types of laxatives.’* This applies also to preparations con- 
taining not in excess of five per cent of ammoniated mercury, the iodides, 
and acetophenetiden, unless information becomes more specific as to 
substantial injury.’ The adoption and announcement of additional ad- 
ministrative interpretations doubtless will be forthcoming. 


Continuous Advertising Survey 


Many instances of questionable advertising presented for considera- 
tion come from consumers and competitors. The Commission's Division 
of Radio and Periodical Advertising also maintains a continuous survey 
of a cross section of the advertisements appearing in representative news- 
papers, radio broadcasts, magazines, and mail order catalogs. This sur- 
vey results in earlier investigation of advertisements questionable on their 
face, as well as in answering the question whether advertisers, as to 
whose previous advertising representations corrective action has been 





™ Rules, Policy, Organization and Acts, % Federal Trade Commission Release of 
page 42, Federal Trade Commission Release September 2. 1947. 
of March 17, 1948. ” Federal Trade Commission Release of 


September 2, 1947. 
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taken, are living up to Commission orders to cease and desist therefrom 
or to their own voluntary stipulation agreements to discontinue or modify 
them. 


During the fiscal year ended June 30, 1948, there were procured 
for examination 1619 editions of representative newspapers of general 
circulation and 1173 editions of magazines and farm and trade journals. 
Included in the list were 249 issues of farm journals, 159 issues of trade 
and specialty publications, and 10 issues of domestic foreign language 
publications. Eleven thousand one hundred and nineteen advertisements 
were noted as containing representations that appeared to warrant in- 
quiry as to their factual basis. Marked for further study were 8,819 
advertising statements of the 643,604 radio broadcast continuities ex- 
amined. The Commission deeply appreciates the cooperation of the 
media furnishing this material. 


In instances where advertising agencies or radio station personnel 
have prepared or participated in the preparation of advertisements con- 
sidered as being false or misleading, the agency or station is included 
with the advertiser as a party to any resulting corrective action. The 
Commission has not joined as parties, agencies, radio stations, or pub- 
lications which appear to have done no more than serve as dissemination 
media. Pertinent to this policy is the fact that Section 12 of the Act 
makes it “unlawful” merely to ‘disseminate, or cause to be disseminated, 
any false advertisement” of food, therapeutics, or cosmetics. Under 
certain conditions, specified in Section 14, such mere disseminators are 
exempt from criminal liability, but not from civil proceedings. 


VOLUNTARY CORRECTIVE PROCEDURE 


Not all the matters in which its investigations show false adver- 
tising to have been engaged in, and to otherwise warrant corrective 
action in the public interest, require institution by the Commission of 
adversary proceedings. 


Stipulation Procedure 


A very large per cent of false advertising is corrected by the 
execution of stipulation agreements whereby advertisers undertake to 
discontinue the questioned claims or practices. Negotiation of these 
agreements is conducted by the Bureau of Stipulations which submits 
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to the respondent a statement of the allegel illegal practice or methods 
reported by the. investigational division to have been followed and re- 
quests reply thereto. Respondent or his representative may confer with 
the Director or a duly designated attorney-conferee and submit such 
further information as he may have in justification of the practices or as 
may tend to show the truth of his advertising statement. An opportunity 
for frank and informal discussion and for reaching amicable settlement 
is afforded. Agreements, when negotiated, are submitted to the Com- 
mission for consideration, and, if satisfactory, the files are closed, the 
agreement then becoming a matter of public record. The respondent is 
required to submit a report within 60 days as to the manner and form in 
which he is complying with his agreement. The facts adduced at con- 
ferences wherein agreement is not reached are reported to the Com- 
mission as well, together with the attorney-conferee’s recommendation 
for disposition, which may be for closing the file or for formal proceed- 
ings. If respondent fails to sign an agreement or if, in the opinion of the 
Director, the questioned practice appears to have been justified, such 
facts are reported to the Commission with recommendation as to what 
action, if any, is warranted in the public interest.*° 


The privilege of entering into such an agreement is not extended if 
there is reason to believe that it will not effectively correct the ques- 
tionable practice, nor in such cases where the violation of law involves 
an intent to defraud. Other exceptions are false advertisements of food, 
drugs, devices, or cosmetics which are inherently dangerous or where 
injury from their use is probable.” 


Trade Practice Conferences 


Through its trade practice conference procedure, the Commission 
encourages voluntary and simultaneous discontinuance of unfair and 
deceptive practices. Trade practice rules represent declaratory expres- 
sions of the Commission cataloging and defining, in cooperation with 
members of an industry, those acts or practices which it considers unfair 
for industry members to employ toward either one another or consumers. 
Putting it another way, rules, among other things, undertake to interpret 
the meaning and applicability of the laws administered by the Commis- 
sion to the customs and practices of a particular industry. They have 





* Rules, Policy, Organization and Acts, *1 Rules, Policy, Organization and Acts, 
page 48. page 37. 
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been useful in developing an understanding of trade terms and in out- 
lining the circumstances under which a seller has a duty to avoid decep- 
tion by disclosing particular facts concerning his product. 


Trade Practice Rules have been promulgated for over 150 industries, 
including the Tuna Industry (June 23, 1945, in revision of rules issued 
August 27, 1940), the Hearing Aid Industry (December 30, 1944), and 
the Artificial Limb Industry (April 16, 1946). 


The Conference proceedings for the Artificial Limb Industry, it may 
be noted, were instituted at the suggestion of the Sub-committee on Aid 
to Physically Handicapped of the Committee on Labor of the House 
of Representatives in cooperation with industry members. Since pro- 
tection to the handicapped and encouragement of industry self-help in 
the promotion of truth and candor were the objectives, these Rules cov- 
ered, among other things, use of testimonials under circumstances which 
may mislead, the degree and type of disclosure warranted to avoid mis- 
understanding in connection with demonstrations, and misuse of the 
terms ‘custom made” and “guarantees.” 


Upon promulgation of rules for an industry, the Commission ex- 
amines all pending charges of law violation on the part of industry 
members and gives consideration as to whether it properly may close 
the files of docketed applications for complaint and other matters in the 
investigational stage and entertain appropriate motions to dismiss with- 
out prejudice pending formal cases. Among the factors considered are 
(1) whether there is adequate reason to believe the respondent (or 
proposed respondent in a docketed application for complaint ) is comply- 
ing with the rules and will so continue; (2) whether he is a signatory 
to such rules; (3) whether the rules adequately cover all pending charges 
against him; and (4) whether there are other circumstances indicative 
that further proceedings, nevertheless, may be required in the public 
interest.*? However, the same exceptions apply to settlement of matters 
by this procedure as prevail in our stipulation policy insofar as they 
concern violations with intent to defraud, instances of Clayton Act 
violation and restraints of trade, and those pertaining to probably in- 
jurious drugs.** 





2 Rules, Policy, Organization and Acts, 2 Rules, Policy, Organization and Acis, 
page 36. page 37. 
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SPECIAL REMEDIES 


Sections 5, 13, and 14 provide concurrent and supplementary reme- 
dies for Section 12, as clearly shown by House Report No. 1613 
(Seventy-fifth Congress, First Session), which stated: 
. the committee has recommended the different procedures and penalties pro- 
vided in this act. 


For the offender whose transgression is trivial, inadvertent, or innocent of law- 
offending purpose, the regular procedure of the Federal Trade Commission through a 
cease and desist order can be followed. * * * 


In cases where the accused persists in the dissemination of a misleading adver- 
tisement . . . the Commission is given a prompt method of procedure to prevent the 
continuance of the offense by a temporary injunction issued by the Court under 
Section 13 . 


To cover the grosser cases of false advertising . . . it is provided in Section 14 
that . . . the offense shall be prosecuted as a crime and punishable by imprisonment 
for not more than six months or a fine of not more than $5,000 or by both. * * * 


These criminal offenses will not be prosecuted by the Federal Trade Commission, 
but through the Department of Justice. The Commission will report the facts to the 
Attorney General for appropriate proceedings. 

Section 13 empowers the Commission to bring suit in a District 
Court in any case where enjoining the dissemination of a false advertise- 
ment would be to the interest of the public, pending the issuance of a 
complaint under Section 5 and final disposition thereof. Subjects of 
such actions instituted by the Commission have been advertisements 
for emmenagogues, reducing preparations, electrolytic hair removers, and 
short-wave diathermy machines where, among other things, the adver- 
tisements failed to reveal dangers inherent in use of the commodity as 
prescribed in the advertisement or under usual or customary conditions. 
Injunctions also have been granted in cases involving advertisements 
which were false in respects other than through failure to reveal potential 
danger. An application for injunction was entertained in still another 
case where, to promote the sale of cosmetics, a puzzle contest was being 
misrepresented to the public.** 

One criminal information proceeding has been instituted by the 
Attorney-General under Section 14. Involved was a dangerous drug, 
and penalty was entered in the sum of $1,000 on November 14, 1939. 
On July 25, 1938, a cease and desist order had issued against the de- 
fendant prohibiting similar advertisements.**> In a civil penalty pro- 





* Federal Trade Commission v. Thomsen- % Federal Trade Commission Statutes and 
King & Co., et al., Federal Trade Commis- Decisions, (1939-1943) page 723. 
sion Statutes and Decisions (1939-1943) page 
658, affirmed, 109 F. (2d) 516 (CCA-7; 1940). 
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ceeding in the same court, an agreed judgment in the amount of $2,500 
was satisfied on December 19, 1939. 


FORMAL PROCEEDINGS 


Where a specific instance of false advertising does not warrant the 
application of the special remedies provided in Sections 13 or 14, and 
where settlement can not be appropriately effected through its voluntary 
procedures, the Commission issues and serves formal complaint under 
Section 5 setting forth its charges. Issues are joined, and hearings pro- 
ceed under the Commission's published Rules of Practice. These rules 
of practice are in conformity with the provisions of the Administrative 
Procedure Act. Hearings are before a trial examiner holding office 
under the Administrative Procedure Act and whose duties are entirely 
divorced from those of both the investigating attorneys (whose only 
connection with the hearings are as witnesses offering the evidence se- 
cured through previous investigation) and the attorneys of the Bureau 
of Litigation (who have the burden of proof as to charges in the com- 
plaint). Preserved in these adversary proceedings are all fundamental 
rights of respondents such as representation by counsel, cross examina- 
tion of witnesses, the adducing of evidence, objections, exceptions, mo- 
tions, appeals, and the submission of briefs and opportunity for oral 
argument. After the conclusion of the taking of evidence and after 
the parties have submitted to him their contentions and suggested find- 
ings, the trial examiner makes his recommended decision. This recom- 
mended decision, under the Commission's rules, must include a statement 
of proposed findings and his conclusions, together with the reasons or 
basis therefor upon the material issues of law, fact, or discretion as may 
be presented on the record and an appropriate form of recommended 
order. The Commission's consideration upon the merits at the time of 
final decision embraces the whole record, including the recommended 
decision of the trial examiner and any exceptions thereto. All questions 
of fact are resolved by what is deemed to be the greater weight of the 
evidence. An appropriate order then issues, and, whenever it is de- 
termined that an order to cease and desist shall be entered, this is ac- 
companied by a report in writing which states the Commission's findings 
as to the facts and, where they are not set forth in an opinion, the reasons 
for its findings, conclusions, and decision. 
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CONCLUSION 


The subject of formal cases completes the circle back to the point 
of the beginning of these remarks, namely, the Administrative Proce- 
dure Act of 1946. In conclusion, I congratulate the Association, as well 
as the Congress, upon that remedial legislation. Moreover, I pay tribute 
to Chairman Carl McFarland and the other Association members con- 
stituting the Civil Service Commission's Board of Examiners For Hear- 
ing Examiner Personnel ( Past Presidents Joseph Henderson and Willis 
Smith, and Judges L. M. Hyde and D. L. Edmonds), for substantially 
contributing to its operation. And lastly, | congratulate the Committee 
on Food, Drug and Cosmetic Law and its indefatigable Chairman, 
Charles Wesley Dunn on this meeting and the opportunity it affords 
the Bar to participate in the discussion of Federal law and policy relating 
to the advertising and labeling of such important commodities of modern 
living as are embraced in the general category of food, drugs, curative 
devices and cosmetics. [The End] 


Rosert E. FREER 


Mr. Freer presented this article before the first meeting of the 
American Bar Association Committee on Food, Drug, and Cosmetic 


Law, in Seattle, Washington, on September 6, 1948. 
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Interference 
with the Practice of Medicine 
under the Food, Drug, and Cosmetic Act 


BY W. M. WHEELER, JR. 


IS THE FOOD AND DRUG ADMINISTRATOR 
TO BE.THE JUDGE OF WHAT MEDICINES ARE USEFUL 





This article was presented before the first meeting of the American 
Bar Association Committee on Food, Drug, and Cosmetic Law, in 
Seattle, Washington, on September 6, 1948. 


(hereinafter called the Act) fails to disclose any provision which 

directly or by fair implication authorizes the Food and Drug 
Administration to interfere with the practice of medicine by prohibiting 
the interstate shipment and delivery of medicinal agents of non-danger- 
ous character used in medical practice. Nor does a study of the Act 
justify the conclusion that the Administration may, by rulings and 
interpretations, restrict the sale of any harmless, truthfully labeled drug 
product on the theory that the medical opinion supporting its use is 
ill-conceived and not premised on sound, scientific evidence. Surpris- 
ing, then, is the recent announcement?” by the Administration that so- 
called inert glandular products * cannot be sold in interstate commerce 
because, in the opinion of the Administration, they cannot be labeled 
to comply with the Act. 


N ANALYSIS of the Federal Food, Drug, and Cosmetic: Act ' 





121 U. S. C., Sections 301-392. 3 Certain oral and parenteral preparations 
213 Federal Register 1406, March 18, 1948. made from ovarian, pituitary and other 
glands. 
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Secretary and General Counsel 
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Basic Problem 


It is not the purpose of this paper either to defend or to condemn 
the use of the products in question nor to examine and appraise the 
evidence regarding their efficacy. This discussion will not concern 
itself with the merits of the controversy from a scientific point of view, 
but will rather be confined to an exploration of the basic problem of 
whether the Act justifies closing the channels of interstate commerce 
to non-dangerous, truthfully labeled drugs which are used under the 
direction of physicians. 


Drugs Deemed Useful by Some Physicians Made Unavailable 


Inquiry reveals that products within the class designated by the 
Administration as inert glandular products are marketed by many of 
the well-established pharmaceutical manufacturers in the United States; 
that many of these products are sold for use under the direction of 
physicians; and that these products are used by a substantial number 
of physicians in the course of their professional practice. Under these 
circumstances, the attempt by the Administration to outlaw the inter- 
state shipment of these products will interfere with the practice of 
medicine, in that drugs deemed useful by some physicians will not be 
available to them. 


Reasoning of Administration 


In attempting to forbid the marketing of so-called inert glandular 
products, the Administration relies upon the requirement imposed by 
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the Act that drug labeling bear adequate directions for use.* The 
Administration reasons (a) that such products, being inert, have no 
curative or therapeutic effect; (b) that Section 502 (f) (1) requiring 
drug labeling to bear adequate directions for use requires, as a part 
thereof, a statement of the condition for which the drug is to be used; 
(c) that since the products have no therapeutic effect, any statement 
of directions for use which would include a statement of the condition 
‘for which the drug is to be used would be false and misleading and 
would thus result in misbranding under Section 502 (a); (d) that these 
products cannot be labeled for use on the prescription of a physician, 
since under the regulations promulgated by the Administrator, this 
type of labeling may be used only where “information adequate for 
the use of such drugs . . . by physicians, . . . is readily available.” * 
Thus, the Administration takes the position that so-called inert glandular 
products cannot be shipped in interstate commerce because they cannot 
meet the requirements of Section 502 (f) (1). And this result is said 
to follow from the fact that no scientific proof of physiological or thera- 
peutic effect exists for these drugs and most physicians believe them 


to be inert.*® 
Division of Medical Opinion 

Before considering the requirements of Section 502 (f) (1), one 
important fact concerning these drugs might well be emphasized. There 
is a division of medical opinion as to their value in therapeutics. The 
Administration may not recognize that there is a bona fide conflict in 
the opinion of qualified experts, but that such a conflict does exist is 
shown by (a) the extensive use of these drugs by a substantial number 
of physicians; and (b) judicial recognition of the division of medical 
opinion in the Lutein Tablet case,’ the only case wherein this general 
question has been in issue. Moreover, in the case cited, the Court 
affirmed not only that there was a conflict in medical opinion concern- 





* Federal Food, Drug, and Cosmetic Act, 
Sec. 502 (f)(1); 21 U. S. C., Sec. 352 (f)(1). 

5C. F. R. Sec. 2.106 (b)(3): CCH Food 
Drug Cosmetic Law Reports § 1106. 

*It will be assumed merely for the pur- 
poses of this discussion that each of the 
glandular products affected by the current 
ruling of the Administration has equal med- 
ical backing and that evidence, to support 
the use of any one of these glandular prod- 
ucts may be duplicated in respect to each 
of them. It is realized that this assumption 
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is probably unwarranted but, since no at- 
tempt is being made to appraise the 
medical evidence, the discussion will be 
facilitated if it is assumed that evidence 
similar to that supporting any one of these 
products, both in quantum and competency 
will be available for the support of each of 
them. 

1U. 8. v. Fifty-nine Tubes, More or Less. 
of Lutein Tablets (Hynson, Westcott 
Dunning, Inc., Claimant), 32 F. Supp. 958 
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ing the efficacy of the product but also that the clinical evidence before 
the Court favoring its efficacy outweighed the evidence to the con- 
trary. Accordingly it appears to be conclusively established that there 
is a conflict in medical opinion in respect of the therapeutic usefulness 
of at least some of the drugs which are classified as inert by the Ad- 
ministration. 

Although the Lutein Tablet case was decided under the 1906 Act, 
nevertheless the basic question was the same as the issue under the 
1938 Act now being considered, namely, whether or not the products 
were therapeutically efficacious. The product involved was a prepara- 
tion of corpus luteum prepared from the ovaries of sows. The Gov- 
ernment attempted to prove by both clinical evidence and laboratory 
experiments that the product had no therapeutic efficacy. In deciding 
the case, Judge Woolsey said: 


I am satisfied that on the evidence of the experiments, the government has not 
succeeded in proving its case of misbranding by a preponderance of the evidence— 
by which I mean in effect that the evidence on the experiments has, more or less, 
stopped at dead center. 

The clinical evidence with regard to the use of lutein tablets, I think, is clearly 
in favor of the claimant. 

X. Having seen all the witnesses on both sides, I have come to the considered 
opinion that this cause has resolved itself into a conflict of opinion among doctors 
on a question of therapeutics which does not in its essence involve any really seriously 
disputed questions of fact. 

The real claim here is not a claim of adulteration, or a claim of misbranding, but, 
as it seems to me, in effect, is a claim of the alleged obsolescence of the claimant's 
lutein tablets. 

It seems to me that looking at such a body of proof, as I have been through 
during the past month, dispassionately, it does not constitute enough to sustain the 
government's case involving a subject which is on a hitherto unsettled frontier of 
the art of medicine. 

Whether we should brand as obsolescent in his therapeutical technique a doctor 
who is not persuaded that a new hormonal therapy should supersede an ovarian therapy 
which he has found from years of experience to be, in his opinion, valuable, is per- 
haps not the real question here. But in the light of some such theory, the Government 
asks for a decree herein, and, in effect, claims that all doctors should be equally 
up to date. But that situation never has existed and never will. There is no such 
marshaling possible among practitioners of medicine, and it was not intended that 
the Pure Food and Drugs Act of 1906 should furnish machinery for such a purpose. 
Honest differences of opinion, as herein shown, are not within the purview thereof.” 


This same difference of medical opinion exists today. The 1906 
Act did not authorize the Administrator to be the arbiter of conflicts 





* 32 F. Supp. 958 at 962. 
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in medical opinion. Nor is such authority conferred by the 1938 Act. 
There is no requirement under the Act that a drug product be sup- 
ported by the general agreement of medical opinion. 

The fact that Congress did not intend to regulate in the field of 
medical opinion is amply shown in the reports of Congressional Com- 
mittees,® in the Congressional debates,’® and in the Act itself. Regu- 
lation in this field was fraught with the risk of invalidity,’* and was 
recognized as against the public interest. Thus, the report of the 
Senate Committee on S. 5 stated: 

There exists now, and perhaps always will exist, differences of medical opinion 
with respect to the effect of drugs. Any attempt to regulate by law in those fields 
where honest differences of opinion exist between groups of qualified practitioners 
is contrary to public interest.” 

Moreover, the Act itself recognizes the Homeopathic school of, 
medicine,'* the teachings of which are in conflict with those of the 
allopathic or regular school. The Administration, in its regulations 
under Section 201 (n) has recognized that differences in medical opinion 
do not preclude the marketing of drug products. 


The existence of a difference of opinion, among experts qualified by scientific 
training and experience, as to the truth of a representation made or suggested in 
the labeling is a fact (among other facts) the failure to reveal which may render 
the labeling misleading, if there is a material weight of opinion contrary to such 
representation.” 

The origin of this use of Section 201 (n) is interesting. Earlier 
drafts of the Act had declared drugs misbranded if any representation 
of curative effect on the label was not supported by the general agree- 
ment of medical opinion.’® This provision was modified substantially 
in subsequent drafts.’* Finally, provisions of this character were en- 
tirely deleted for it was felt that if the weight of medical opinion failed 





* Senate Report on S. 2800. Seventy-third '’% House Report on S. 5. Seventy-fifth 


Congress, Second Session, Report No. 493 
and Senate Report on S. 5, Seventy-fourth 
Congress, First Session, Report No. 361. 
See Dunn, Federal Food, Drug and Cos- 
metic Act, pages 116 and 251. 

” See Debate printed in 79 Congressional 
Record. Part 5, pages 4734 et seq. reported 
in Dunn, Federal Food, Drug and Cosmetic 
Act, pages 301 and 302. See also statement 
of Walter G. Campbell made before a sub- 
committee of the Senate on Commerce in 
1933 reported in Dunn, supra, page 1079. 

™ Federal Food, Drug, and Cosmetic Act. 
Secs. 201 (g) and 201 (j); 21 U. S. C., Secs. 
321 (g) and 321 (j). 
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Congress, Third Session, Report No. 2139 
reported in Dunn, supra, pages 821 and 822 

% Senate Report on S. 5, Seventy-fourth 
Congress, First Session, Report No. 361 
reported in Dunn. supra, page 251. 

™% See Federal Food, Drug, and Cosmetic 
Act, Secs. 201 (g) and 201 (j); 21 U. S.C. 
Secs. 321 (g) and 321 (j). 

'C. F. R. Sec. 2.3; CCH Food Drug Cos 
metic Liaw Reports { 1054. 

“™S. 1944, Seventy-third Congress, 
Session. Secs. 8 (a)(2) and 9 (b)(2). 

7S. 2800. Seventy-third Congress, Sec 
ond Session, Secs. 6 (a) and 9 (a). S. 5 
Seventy-fourth Congress, First Session 
Secs. 402 (a) and 601 (a). 


First 
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to support any label representation, such fact, if disclosed under Sec- 
tion 201 (n) would be ample protection to the public and would avoid 
the type of uncertainty which would invalidate the statute.'* 


It is thus seen that Congress did not intend to interfere with the 
sale of drugs which failed to command the support of the weight of 
medical opinion. In fact, it is clear from the Congressional reports 
that a mere conflict in medical opinion regarding the efficacy of a drug 
does not require label disclosure unless ‘the great body of qualified 


experts in that particular field regard the statement as untrue.’ 


* 19 


The subject of differences in medical opinion and differences in 
various schools of medical opinion received a great deal of attention in 
the Congressional debates and in the hearings.*° 


The following statement by Senator Copeland illustrates the 


problem. 


The language is ambiguous for the reason that it is based upon the theory that 
one of the most uncertain and indefinite of subjects—the description of the therapeutic 
application of drugs—can be subjected to the same rigid rules of interpretation as 
can be applied to problems in physics and inorganic chemistry. 





‘* House Report on S. 5. Seventy-fifth 
Congress, Third Session. Report No. 2139. 
The report states in part, “‘This section is 
also offered as a solution to a difficult legal 
problem. It is a well-known principle of 
law that a statute providing punishment for 
the commission of an offense must describe 
the offense with a reasonable degree of 
certainty. There are clear implications in 
cases arising under the old Food and Drugs 
Act and other laws that Congress may not, 
by a simple and unqualified prohibition 
against misleading representation, penalize 
the making of a representation of thera- 
peutic effect regarding the truth of which 
expert opinion differs (Seven Cases v. 
United States, 239 U. S. 510: United States 
vu. Johnson, 221 U. S. 488: American School 
of Magnetic Healing v. McAnnulty, 187 
U. S. 94). 

“The reason for this 
power of Congress is apparent. 
the labeling of an article would be mis- 
leading and the product be thus mis- 
branded would depend in a prosecution on 
whether the jury found it to be misleading. 

“If the Congress were to provide that a 
representation, about the correctness of 
which qualified opinion differed, would be 
misleading if the jury agreed with the ex- 
perts holding one view but not misleading 
if the jury agreed with the experts holding 
the other view, it is apparent that the 
manufacturer would be unable to tell in 


limitation on the 
Whether 
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dvance whether his labeling violated the 
statute. There would therefore exist the 
kind of uncertainty which would invalidate 
the statute. But it is undesirable to permit 
misleading claims to be made simply be 
‘ause a few experts can be found on the 
occasion of a trial to support them. 

“One of the important applications of 
section 201 (n) relates to this problem. If 
only a few experts regard a label statement 
of curative value as true but the great body 
of qualified experts in that particular fleld 
regard the statement as untrue, then there 
may be substantial ground for concluding 
that the curative claim is misleading unless 
it is qualified in such a way as to show the 
existence of conflicting opinion as to its 
truth. Certainly a consumer seeking a 
remedy for a disease condition has the 
right to know, when it is a fact, that the 
representations of curative value have only 
a narrow and limited support: and if the 
labeling fails to reveal that fact, which is a 
material fact in the light of the representa- 
tions made, then the labeling may be re- 
garded as_ misleading. However, the 
misleading character of the label may be 
corrected by an appropriate qualifying 
statement revealing this material fact.’ 

® House Report on S. 5. supra. 

2 Senate Hearings on S. 1944, 
third Congress, Second Session, 
See also the testimony of Dr. 
Beal, pages 95 and 96. 


Seventy- 
page 92. 
James H. 


Page 369 





In the latter cases, when the factual data are established, the reactions can be 
predicated with certainty and accuracy, whereas the therapeutic valuation of drugs 
must always be largely a matter of opinion. 

Judged according to the leading authorities of the so-called “regular school of 
medicine,” the claims of eclectic and homeopathic physicians as to the virtues of their 
peculiar remedies are false, while eclectics and homeopaths hold the same opinion as 
to many of the remedies employed by the regulars. 

Then along comes the osteopath, who says that the beliefs of the whole outfit 
are false and mistaken. (Laughter) 

Not only do the various schools of medicine differ in their valuation of remedies, 
but physicians of the same school are frequently at variance in their estimation of 
the same agents and if a large number of textbooks on therapeutics are compared, 
scarcely any two of them will be found to be in complete agreement as to the 
therapeutic usefulness of identical drugs. 

The designation of the Homeopathic Pharmacopoeia of the United 
States as an official compendium under Section 501 (b) of the Act pro- 
voked criticism from the American Medical Association whose repre- 
sentative branded many of the drugs therein contained as ‘wholly 
worthless.” *' But by the inclusion of the Homeopathic Pharmacopoeia 
as an official compendium it would seem that Congress not only recog- 
nized the existence of differences in medical opinion but actually sanc- 
tioned the distribution of drugs deemed worthless in the opinion of the 
allopathic or regular school of medicine. 


Meaning of Section 502 (f) (1) 


Thus the Administration is powerless to interfere with the dis- 
tribution of so-called inert glandular products under Sections 201 (n) 
and 501 (a) of the Act and is now seeking “to toss a pass right over 
the heads of the opposing team under cover of the regulations under 
Section 502 (f) (1) of the Act.”** It is therefore necessary to consider 
the meaning of Section 502 (f) (1) and the validity and propriety of 
the regulations issued thereunder. 


The decided cases are in conflict respecting the proper interpreta- 
tion of Section 502 (f) (1),*° the precise scope of the phrase “adequate 





21 See testimony of Dr. William C. Wood- District Court of the United States for the 
ward, Senate Hearings on S. 5, Seventy- Southern District of California, Central 
fourth Congress, First Session, pages Division, No. 19004—Criminal, May 8, 1947 
153-155. [CCH Food Drug Cosmetic Law Reports 

22 Williams, ‘‘Failure to Reveal Material " 7055], stated, ‘‘The statement on the label 
Facts in Labeling.’’ 3 Food Drug Cosmetic ‘Important. To be used as directed by 
Law Quarterly (1948) 75. physician,’ is in my judgment an ‘ade- 

*3 Judge Hall, in his minute opinion in quate direction’ for the use of the prod- 
United States v. Hassenstein, decided in the uct.’’ Later the United States Supreme 
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directions for use’ not having been judicially determined. Nor does 
the legislative history of the Act reflect any specific meaning for the 
phrase. It is apparent that the phrase does not mean “complete and 
explicit directions for use, for this language appeared in the early 
drafts of the bill and was deleted in favor of the clause under discussion. 


The legislative history of the Act throws some doubt on the early 
intention of the Administration to require label statements of the con- 
ditions for which a drug is to be used. Thus S. 2800 ** provided that a 
drug would be misbranded if its labeling included the name of any 
disease for which it was not a cure but rather a palliative and failed to 
state that the drug was a palliative and how the palliation was effected. 
In discussing this provision, Mr. W. G. Campbell said: 

Bear in mind that this paragraph applies in those cases only where the name 
of a disease appears on the label.” 
Under Mr. Campbell's view, it would appear to be optional with the 
manufacturer as to whether conditions of use are required to be stated 
on the label. 

Moreover, under the 1906 Act, one of the greatest evils arose out 
of extravagant claims made in advertising a drug, where the drug itself 
was marketed under a label containing no directions for such conditions. 


The Administration was powerless to proceed against such drugs where 
their use was prescribed not in the labeling, but in the advertising. The 
meaning of “adequate directions for use’ must therefore be determined 
in the light of the evil which Congress sought to correct. Clearly Con- 





Court, in a footnote to the opinion in rected by the physician."’ See Vol. 10 
United States v. Sullivan, 68 S. Ct. 331 F-D-C Reports, No. 21, page 2, published 
(1948), indicated that similar wording con- by Wallace Werble, 1162 National Press 
stituted adequate directions for use by stat- Building, Washington 4, D. C. 

ing, ‘‘The following inscription appeared on See also United States v. 150 Pkags. etc. 
the bottle labels as compliance with Sec. “Bush Mulso Tablets’’, D. C. Mo. 1947; CCH 
502 (f) (1) which requires directions as Food Drug Cosmetic Law Reports © 7059. In 
to use ‘Caution—To be used only by or this case, the label statement ‘'3 to 6 tablets 
on the prescription of a physician.’ This after meals as required’’ was held to be 
would appear to constitute adequate direc- inadequate since the labeling failed to state 
tions since it is required by regulation the purpose for which the drug was to be 
issued by the Administrator pursuant to used. This case also involved other prod 


authority of the Act."’ 

It is surprising, then, that the same 
company that was involved in the Hassen- 
stein case recently submitted without con- 
test to an injunction by the same District 
Court banning the sale of one of its prod- 
ucts under labeling which included the 
phrase, ‘‘Important: To be used as di- 


Interference With the Practice of Medicine 


ucts with similar labeling and in each in- 
stance the Court held the directions to be 
inadequate. 

* Section 8 (a). S. 2800, 
Congress, Second Session, 

* Senate Hearings on S. 2800, Seventy- 
third Congress, Second Session, page 589 


Seventy-third 


Page 371 








gress intended a drug label to give the consumer information regarding 
the use of a product in all conditions for which it was advertised.*® 


It is abundantly clear from the legislative history of the Act that 
the chief purpose of Congress was to require truthful and informative 
labeling for the benefit of consumers.** Congress apparently accepted the 
view that physicians knew how to use drugs and would not require 
directions on the label. 

Mr. W. G. Campbell, then Commissioner of Food and Drugs, stated 
at the Senate Hearings on S. 1944: 


And let me stop just at this point to comment upon the criticism so extensively 
voiced by the patent-medicine interests that the purpose of this bill is to stop self- 
medication. This paragraph (a) of Section 9 would certainly be unnecessary if it 
were not contemplated that self-medication will continue in the future as it has in 
the past. Physicians do not need such information; nor would they need but little 
of the information required by the succeeding paragraphs of this section. All of the 
provisions dealing with drugs, aside from those recognized in the official compendia, 
are directed toward safeguarding the consumer who is attempting to administer to 
himself. If this measure passes, self-medication will become infinitely more safe than 
it ever has been in the past. (Italics supplied.)* 


From the foregoing discussion it is apparent that ‘adequate di- 
rections for use’ were regarded as necessary to the consumer who 
desired to treat himself. for in that position he was acting as his own 
physician.** Obviously if a drug is advertised, promoted and sold 
for use in self-medication in the treatment of certain diseases or con- 
ditions, the labeling should include adequate directions for the use of 
the product in such diseases or conditions, but where a product is offered 
for sale for use under the direction of a physician and is not advertised 
or promoted for sale directly to the consumer, there is no reason to 
suppose that the requirements of Section 502 (f) (1) will not be satis- 
fied by merely labeling the drug for use under the direction of a physician. 
The Administration has recognized the propriety of this type of labeling 
on more than one occasion.*° 


* See Frailey, ‘‘Observations on Section “” Senate Hearings, S. 1944, Seventy-third 
502 (f) (1)."° 3 Food Drug Cosmetic Law Congress Second Session. pages 59 and 6! 
Quarterly (1948) 255. In this excellent “See Trade Correspondence 375, Decem 
article the author suggests that ‘“‘directions ber 10. 1941, CCH Food Drug Cosmet 
for use cannot be considered as including Law Reports ‘ 4046.43, which expressed 





indications for use."’ the view that liver preparations might h« 

77 Williams, ‘“‘Exemption from the Re- labeled merely with the average dose, the 
quirement of Adequate Directions for Use consumer to obtain further directions fron 
in the Labeling of Drugs.’’ 2 Food Drug the physician. Reference is also made t 
Cosmetic Law Quarterly (1947) 163 and 164 the label for Insulin preparations (Regu- 


** Hearings before the Senate Committee lations Section 144.6). This labeling con 
on Commerce on S. 2800, Seventy-third tains ‘‘adequate directions for use’’ only 
Congress, Second Session, page 590. if it is assumed that the patient employs 
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It is submitted, therefore, that where a drug is not advertised or 
promoted for sale directly to the public and is not held out to the public 
by the manufacturer as useful in the treatment of certain conditions, 
the requirements of Section 502 (f) (1) may be met by a simple label 
statement that the drug is to be used under the direction of a physician. 
Since Congress apparently recognized that physicians were competent 
to use drugs safely and efficaciously, it is difficult to conceive of any 
directions better calculated to protect the consumer. The only theory 
upon which such labeling can be condemned as inadequate is that 
products thus labeled may nevertheless be sold by the pharmacist over 
the counter without a prescription and the consumer may therefore 
use the product without medical supervision. This theory, stated in 
another way, is that such directions would not be adequate because the 
consumer would ignore them. By the same token, any type of directions 
might be inadequate. No directions can be assumed to be adequate 
unless it is further assumed that the consumer will follow them. 


If, however, it should ultimately be held that Section 502 (f) (1) 
requires the labeling of a drug to state the conditions for which it is to 
be used, it is obvious that complications will arise wherever there is a 
conflict of medical opinion respecting efficacy. In that situation the views 
of some physicians would be that it is impossible to prepare adequate 
directions for use, while other physicians who support the usefulness 
of the product would hold to the contrary. The former would regard 
any directions as being inadequate and would also regard them as false 
and misleading. But in view of the legislative history of the Act, the 
Administration can scarcely take the position that adequate directions 
for use are impossible to prepare simply because the weight of medical 
opinion is opposed to the usefulness of a drug. Surely, in such a case, 
directions must be regarded as adequate if they conform to the findings 
and experience of those physicians who have used the drug and found 
it useful. Some physicians who are not convinced of the physiological 
activity of a product may nevertheless desire to use it for its psychologi- 
cal effect.** No reason has yet been proposed which would justify 
forbidding using products in this manner. 





the product under medical supervision ‘See testimony of Representative Reece 
Nevertheless the product may be purchased House Hearings on H. R. 6906, H. R. 8805 
without a prescription and is dangerous H. R. 8941 and S. 5, Seventy-fourth Con- 
if not properly used. gress, First Session, page 248 
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Regulations Exempting Prescription Drugs 


The Administration has promulgated regulations under Section 
502 (£) which purport to exempt certain products from the necessity of 
bearing adequate directions for use. The so-called exemption in respect 
of prescription drugs is limited to those which can be used safely and 
efficaciously only under medical supervision. In such instances, ‘‘in- 
formation adequate for the use of such drugs by physicians (must be) 
readily available’’ and the drug must be labeled with the statement 
‘‘Caution—To be dispensed only by or on the prescription of a physi- 
cian.” The validity of this type of regulation has been questioned,** 
and it has been suggested that the language of the Act implies that 
exemption from the adequate directions requirement is applicable only 
to commonly used drugs directions for which are generally known.” 
The effect of the regulations, if valid, is to restrict the sale of certain 
drugs to prescription use, a result which apparently was not intended 
by Congress.** There is serious doubt, therefore, whether the conditions 
imposed under the regulations are valid. But in respect of drugs which 
have been sold over a period of years and concerning which a difference 
of medical opinion exists respecting their usefulness, the conditions 
imposed by the regulations may be met since information adequate for 
the use of the drug is readily available. Such information need not 
consist of pamphlets prepared by the manufacturer for distribution 
to physicians but may consist of basic knowledge acquired by the 
physician in the course of his training, knowledge acquired in the course 
of his practice, and publications in. recognized medical periodicals. There 
is information in medical periodicals concerning the use of so-called inert 
glandular products. It is true that many physicians, after reading this 
literature, would not be impressed with the usefulness of the products 
while other physicians may be convinced that the use of the products 
is justified. In either event, it is submitted that the information available 
to physicians should be regarded as adequate. 


® Williams, ‘“‘Exemption from the Re- * Williams, ‘‘Exemption from the Re- 
quirement of Adequate Directions for Use quirement of Adequate Directions for Use 
in the Labeling of Drugs.’’ 2 Food Drug in the Labeling of Drugs,”’ 2 Food Drug 
Cosmetic Law Quarterly (1947) 166. Cosmetic Law Quarterly (1947) 165. 

% Frailey, 3 Food Drug Cosmetic Law 
Quarterly (1948) 256. 
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Not All Products to Be Labeled for Self-Medication 


In conclusion, it is submitted that while Congress undoubtedly 
desired to make self-medication more effective, there is no evidence to 
show that it intended to require all products to be labeled for self- 
medication. If such was the intention of Congress, it should have so 
declared in clear and unmistakable language. Certainly no manufac- 
turer desiring to market its products for use under medical supervision 
should be required under the terms of the Act to label these products 
for self-medication, thereby encouraging self-medication to the possible 
detriment of the public. 


Is Administration or Physician to Judge Usefulness of Medicine? 


The proposed regulatory action against so-called inert glandular 
products involves an important principle. Is the Administration to be 
the judge of what medicines are useful or is that the proper function of 
the physician? ** Neither Congress nor the Courts have attempted to 
interfere with the judgment of the physician. It is submitted that the 
Administration in condemning certain truthfully labeled products as 
worthless in spite of their use by physicians is going beyond the sphere 
of its proper function. If one physician employs a drug in the treatment 
of one patient with results which are satisfactory both to the physician 


and patient it is submitted that the drug, if truthfully labeled, may law- 
fully be sold under the Act. [The End] 





*It is believed that the stand now being diabetes 90 per cent of the medical pro- 
taken by the Administration and the prin- fession was opposed to the new treatment. 
ciples upon which it is based will dis- The efficacy of drugs cannot always be 
courage research. Had it not been for the demonstrated in the laboratory. For many 
use of ovarian preparations and the rec- years, competent pharmacologists held the 
ognition that ovarian material contained view that ergot contained no water-soluble 
important sex hormones it is possible that alkaloids and that accordingly no fluid ex- 
the pure hormones, estrogen and proges- tract of ergot could be efficacious. Clini- 
terone, would never have been isolated. cians, however, found fluid extracts to be 
The Congressional hearings show that at efficacious. In 1934 a new alkaloid of 
least some Congressmen were concerned ergot, ergonovine, was discovered and was 
about basing any standards upon the _ found to be water-soluble. Had the views 
weight of medical opinion because of the of the pharmacologist been followed, fluid 
dangers of discouraging research. See Sen- extracts of ergot might have been taken 
ate Hearings on S. 2800, Seventy-third Con- off the market and it is possible that the 
gress, Second Session, page 553 wherein isolation of the new alkaloid would not 
it was stated that at the time of the in- have occurred. 
troduction of Insulin for the treatment of 
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Why a Committee 
on Food, Drug, and Cosmetic Law? 


BY H. THOMAS AUSTERN 


MEMBER OF THE FIRM OF COVINGTON, 
BURLING, RUBLEE, ACHESON and SHORB, WASHINGTON, D. C. 





on Food, Drug, and Cosmetic Law in the Administrative Law 

Section of the American Bar Association, some may forthrightly 
ask why? What,’ the inquiry might seek to answer, can this group 
contribute to the Association, to the bar, or to the public? Every alert 
and progressive practitioner is undoubtedly a member of his city or state 
professional group, and both a member of the American Bar Association 
and an avid reader of its Journal. Why undertake additional responsi- 
bilities in participating in the work of this new Committee? 


(): THE OCCASION of the formal organization of a Committee 


New York Group 


However cogent, these questions are not altogether novel. They 
were asked in 1946 when the Section on Food, Drug, and Cosmetic Law 
of the New York State Bar Association—a professional group which 
has achieved a conspicuous success—was established. The answers then 
suggested by some lawyers who dealt primarily with the problems of the 
food industry are perhaps worth reviewing. Comparable grounds, even 
though different in emphasis, undoubtedly supported the interest and 
activity in this work of lawyers concerned largely with the drug and 
cosmetic industries. 


Functional Specialization 


Functional specialization is, of course, not a new thing in most 
professions, and least of all in law. Organizations composed of lawyers 
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whose principal work and interest fall in some special field of law are 
neither recent nor rare phenomena in the legal profession. The American 
Patent Law Association, for example, was founded in 1897. There are 
independent organizations of lawyers practising before particular Fed- 
eral administrative agencies—the Interstate Commerce Commission and 
the Federal Communication Commision Bar Associations, to mention 
two well established groups—and in Washington a Federal Bar Asso- 
ciation composed of Government attorneys in the various departments 
and agencies finds common problems of interest. Within the American 
Bar Association itself, there are established and continuously effective 
sections concerned with specialized fields. One has only to examine the 
Annual Proceedings to observe the splendid contributions of these 
groups in their separate meetings, or to follow their publications such as 
the Tax Notes in the Journal or the issues of “The Business Lawyer’’ 
by the Section on Corporation, Banking and Mercantile Law. These 
sections not only keep their membership abreast of current developments 
and afford a forum for professional debate of important issues. They also 
serve in the drafting of Model Acts, in the formulation of legislation 
affecting the profession, and in improving professional service. 


Yet form is not a sufficient reason for any new group, and obeisance 
to the tyranny of a label is not an attribute of many lawyers. Nor is an 
identity of business interest among clients the same as specialization in 
the type of legal questions on which they seek advice. No one has 


seriously suggested that attorneys regularly advising plumbers, or well- 
diggers, or morticians have in this alone a basis for professional grouping. 


Unique Position of Lawyers Who Advise Food Manufacturers 


Those lawyers, however, who are privileged regularly to advise food 
manufacturers, as house counsel, trade association counsel, or general 
counsel, are in many respects in an unique position. In a recent issue of 
the Quarterly, Associate Commissioner Crawford called attention to 
the unusual responsibility the nation ascribes to those who produce and 
handle its life-sustaining foods [3 Food Drug Cosmetic Law Quarterly 
(1948) 243]. This underlying concept of public trust is an implicit 
common denominator in every legal question on which a food manu- 
facturer seeks legal advice. 
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Scope of Legal Questions 


But it is as a technician, as a legal craftsman, that the food industry 
lawyer finds it necessary to deal with a range of legal questions whose 
sheer scope makes his job tend to have a specialized aspect. Perhaps only 
the bankruptcy lawyer encounters so wide a cross-section of legal prob- 
lems, controlled by both Federal and state laws, and the bankruptcy 
expert usually deals with a static rather than a dynamic situation. Before 
turning to the Federal Food, Drug, and Cosmetic Act, this aspect of 
the food industry lawyer's work warrants brief examination. 


Typically, the client food manufacturer will in the first instance be 
concerned with the agricultural controls affecting his raw material. His 
counsel will be called upon to have a working knowledge of Federal 
agricultural operations—a statutory edifice of large proportions—and the 
maze of administrative activities by which they are executed. These 
range widely from the broad coverage of the Agricultural Marketing 
Act, the Soil Conservation and Domestic Allotment Acts, and like stat- 
utes, to the particularized impact of the Sugar Act of 1948, the Perishable 
Agricultural Commodities Act, the Plant Quarantine Act and the Insect 
Pest Act, arbitrarily to select a few of a host of enactments. 


Particularization may derive also from the specific raw material, be 


it grain subject to Federal commodities exchange control, or fish subject 
to conservation statute and regulation. Even if the agricultural com- 
modity utilized is not directly controlled through price support or produc- 
tion regulation, the program on a related commodity may inevitably affect 
the price or supply of the one used. In short, food processors are neces- 
sarily concerned with this legal web of agricultural and natural resource 
controls, and seek guidance or extrication from their lawyers. 


As a manufacturer, the food processor is in addition subject to most 
state and Federal legal controls affecting industrial operations. While 
there are in many instances particular exemptions, basically the Fair 
Labor Standards Act, State Unemployment relief statutes, Workmen's 
Compensation Acts, Social Security enactments, and most other familiar 
statutes read on food manufacturing. Inescapably, the food industry 
lawyer must know his way around in the statutory pattern, social objec- 
tives, and administrative techniques which they embody. But again the 
list has an accompanying train of special questions. Water Pollution 
Acts relate to as difficult disposal problems as any industry; there are 
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many state controls reading on food manufacture alone; and many 
detailed local laws founded on the difference between an ordinary factory 
and a mechanized, large-scale kitchen. 


In the distribution of packaged foods—a field in which the container 
art has made the greatest strides—practically all conventional, and in- 
evitably a great many uncommon legal questions are encountered. Few 
have forgotten that the Robinson-Patman Act emerged primarily from 
the food industry, that its brokerage and advertising allowance sections 
were largely written to remedy distribution maladjustments in that in- 
dustry, and that many of the most intriguing questions of the validity of 
delivered pricing can be there found. Again the list includes not only the 
usual problems of transportation, warehousing, and selling—along with 
patents, trade-marks, and the antitrust laws as they operate in this 
politically sensitive area—but also frequent subtle forms of interstate 
barriers to products sold nationwide. There are the familiar oleomarga- 
rine taxes, the filled milk acts, and the state beverage registration and 
taxing stautes. The vital consumer interest in food underlies many local 
labeling requirements and municipal weight and packaging regulations 
seldom encountered in other industries. 


Another characteristic is that for food products these varied controls 
interlock in peculiar form. Those experienced in the field are always alert 
to this phenomenon: state laws incorporate mutatis mutandis Federal 
regulations; trade-marks for meat products can be registered only after 
label certification by the Federal Bureau of Animal Industry; a regulation 
that fish must be canned within a specified time encounters another rule 
that a catch of fish cannot be dumped; compliance with a state statute or 
municipal ordinance may mean violation of a Federal marketing control 
order. Only the widest interchange of experience with these legal quirks 
can mollify the lot of the food industry lawyer. 


Embracing Coverage of the Federal Food, Drug, and Cosmetic Act 


For these reasons, there has always existed a community of pro- 
fessional interest among lawyers primarily concerned with advising the 
food industry, and an active, even if unorganized, interchange of ideas. 
But primarily this community of interest is drawn into focus by the all 
embracing coverage of the Federal Food, Drug, and Cosmetic Act. The 
food sections of that law run like a thread through every activity from 
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harvest to grocery shelf to consumer. Without seeking to evoke argu- 
ment, it might be suggested that here the line between interstate and 
intrastate activity almost vanishes, or for the constitutional lawyer they 
become “inextricably intermingled.” Factory inspection, plant sanitation, 
product composition and identity, occasionally even method of manu- 
facture, packaging, labeling, proper shipment, possible deterioration in 
transit, representations concerning the product, minimum legal quality, 
compliance with correlated state statutes—all of these may come into 
question in the administration of this Act. 


The requirement of disclosure in food standardization proceedings 
is directly related to the adequacy of patents for newly developed food 
products and processes. Compliance with the Food, Drug, and Cosmetic 
Act affects not only the drafting of sales contracts and their arbitration, 
but also governs sales to state and Federal agencies. The respective 
jurisdiction of the Food and Drug Administration and the Federal Trade 
Commission over advertising raises questions which drive deeply into 
sound policy and procedure in administrative law. What is a registrable 
trade-mark may not always be an acceptable label under the Food, Drug, 
and Cosmetic Act; and sustained advertising may be frustrated where 
a product is not recognized but instead outlawed in a food standard. 
It is not surprising that interest in the Federal Food, Drug, and Cosmetic 
Act furnished a common ground and offered the formal point of organ- 
ization for food industry lawyers. 


Dividends Realized from Organization of Professional Group 


No one would seek to minimize the importance of the objectives and 
efficient administration of the Food, Drug, and Cosmetic Act standing 
alone. Its impact upon the affected industries and the task of counsel 
in aiding in the resolution of the many questions it has raised, and will 
continue to evoke, furnish a sufficient reason for formal organization of a 
professional group to deal with them. But experience demonstrates that 
there are important collateral dividends to be realized. A glance at the 
development of the Quarterly offers convincing demonstration. Valuable 
background of non-legal materials has become available. Related legal 
problems such as product liability, burden of proof in administrative 
proceedings, the enforcement of the Federal Trade Commission Act, and 
questions of dual jurisdiction, have been explored. Perhaps the most 
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stimulating and provocative discussions of the Robinson-Patman Act 
have flowered in one state organization operating under the formal 
banner of a section on the Food, Drug, and Cosmetic Law. 


These are not parochial problems. They concern the work, and 
should enlist the attention, of lawyers throughout the country. An active 
and alert group of lawyers in this field not only can serve each other 
but will also contribute much to the profession as a whole. Because it is 
large and because its responsibilities are unique, the food industry has 
often taken the lead in the evolution of new legal doctrine, in responding 
to developed social needs, and in broadening the objective of public serv- 
ice which is also the hallmark of the effective lawyer. If in only a modest 
fashion, the newly organized committee can foster these trends, no one 
can with warrant question its worth to the profession. [The End] 


NATIONAL HEALTH ASSEMBLY 


Steps toward continuing the nation-wide co- 
operation stimulated by the National Health 
Assembly are being made by the National Health 
Assembly steering committee. This committee 
has recommended organizing on a permanent 
voluntary basis, to provide a vehicle for carry- 
ing out the recommendations made by the Na- 
tional Health Assembly. Like the Assembly 
itself, the committee will bring together the 
widest possible range of professional and “‘con- 
sumer” groups in the health field. Federal Secu- 
rity Agency Release 400, July 30, 1948. 
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“UNITED STATES v. KENT FOOD CORPORATION” * 


Regulation of Exports Bas 
Under the Federal Food, Drug, and Cosmetic Act 


ADMINISTRATIVE POLICY OPPOSES THE EXPORT OF GOODS 
SEIZED AS ADULTERATED EVEN THOUGH THEY ARE ACCEPT- 
ABLE UNDER THE LAW OF THE COUNTRY FOR WHICH THEY 
ARE DESTINED ........ EDWARD BROWN WILLIAMS 








Cosmetics presents two facets, each of which reflects a matter 

of national interest—the one in the sensitive realm of our rela- 
tions with other nations and the other in the area of our domestic policy 
of food and drug regulation. 


'[c: REGULATION OF EXPORTS of Foods, Drugs, and 


The export provision of the Food, Drug, and Cosmetic Act leaves 
the American exporter relatively unrestricted in the shipment of foods 
and drugs to other countries. He may, in effect, ship abroad products 
which are banned from interstate commerce in the United States as 
adulterated or misbranded, if they are acceptable under the law of the 
importing country. 


Recent publicity has characterized this relative freedom to export 
as a “dumping” of substandard American products, although essen- 
tially the same export provision has been a part of Federal food and 
drug law since 1906. It may be doubted whether it is understood that 
the basic test under the statute is and has been since 1906 the law of 
the country of destination. Possibly a better standard could be devised 
and certainly any reasonable modification which would allay resentment 
on the part of importing countries and contribute to an improvement 
of their food and drug standards should be considered by the United 





* CCA-2, June 16, 1948 [CCH Food Drug Cosmetic Law Reports % 7090]. 
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Epwarp Brown WILLIAMS 
Member of the Bar 
of the District of Columbia 


States. Meantime, the Federal law evidences, at least, a respect for 
the national regulations of other nations. 


Domestic Aspect of Export Problem 


This discussion will deal primarily with the second, or domestic, 
aspect of the export problem. This aspect involves a nice question 
of assessing a strong administrative policy, now supported by a highly 
respected Federal Appellate Court, in the light of certain considerations 
of law and Congressional purpose which, it is believed, are not easily 
reconcilable with the administrative policy and apparently were not 
brought to the court's attention. The administrative policy in question 
opposes the export of goods which have been seized as adulterated 
or misbranded and which cannot, under the statute, be released for 
domestic sale, even though they are acceptable under the law of the 
country to which the owner desires to export them. This policy has 
been recently upheld in the Kent case, named in the title of this paper, 
by the United States Circuit Court of Appeals for the Second Circuit. 


Statutory Provisions 


The present provision of law regulating exports is found in Sec- 
tion 801(d) of the Act. This section makes the adulteration and mis- 
branding provisions of the statute inapplicable to commodities intended 
for export where the article to be exported “(1) accords to the specifica- 
tions of the foreign purchaser, (2) is not in conflict with the laws of 
the country to which it is intended for export, and (3) is labeled on the 
outside of the shipping package to show that it is intended for export.’ 
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But if ‘such article’ is sold or offered for sale in domestic commerce 
the misbranding and adulteration sections are operative." 


The Food and Drugs Act of 1906 contained, in Section 2,’ a pro- 
vision similar, in both language and effect, to Section 801 (d). 


The Kent Case 


The Kent case is typical of the situations which have given rise 
to litigation under the present export provision. It is the first adjudica- 
tion by an appellate court, either under the 1906 Act or the Food, Drug, 
and Cosmetic Act, on the question of whether goods which have been 
seized and condemned as adulterated or misbranded may thereafter be 
exported despite the fact that they may not be sold for domestic use. 


In the Kent case, tomato catsup was seized as adulterated under 
Section 402(a)(3) of the Act * by reason of its high mold count. The 
goods had been shipped from Michigan into the Eastern District of 
New York, without an export label upon them. Claimants, in eflect, 
consented to condemnation of the food upon condition that an order 
be entered permitting them to take it down under bond pursuant to 
Section 304(d) * for export. The lower court, conceiving that it pos- 
sessed the authority to make such a disposition of the case, granted 
claimants’ petition, stating that “certainly in a proper case there is a 
clear appeal to the discretion of the court not to compel destruction, but 











or cosmetic intended for export shall not 
be deemed to be adulterated or mishranded 
under this Act if it (1) accords to the speci 
fications of the foreign purchaser, (2) is 
not in conflict with the laws of the country 
to which it is intended for export, and (3) 
is labeled on the outside of the shipping 
package to show that it is intended for 
export. But if such article is sold or of- 
fered for sale in domestic commerce, this 
subsection shall not exempt it from any of 
the provisions of this Act.”’ 

? The proviso of Section 2 of the Food 
and Drugs Act of 1906: ‘‘That no article 
shall be deemed misbranded or adulterated 
within the provisions of this Act when in- 
tended for export to any foreign country 
and prepared or packed according to the 
specifications or directions of the foreign 
purchaser when no substance is used in 
the preparation or packing thereof in con- 
flict with the laws of the foreign country 
to which said article is intended to be 
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shipped; but if said article shall be in fact 
sold or offered for sale for domestic use 
or consumption, then this proviso shall not 
exempt said article from the operation of 
any of the other provisions of this Act.’ 

*Under Section 402 ‘“‘A food shall be 
deemed to be adulterated—(a) ... (3) if 
it consists in whole or in part of any 
decomposed substance mz 

*Section 304 provides for seizure and 
condemnation of adulterated or misbranded 
articles. Subsection (d) contains a_ pro- 
viso that ‘‘after entry of the decree and 
upon the payment of the costs of such 
proceedings and the execution of a good 
and sufficient bond conditioned that such 
article shall not be sold or disposed of 
contrary to the provisions of this Act or 
the laws of any State or Territory in which 
sold, the court may by order direct that 
such article be delivered to the owner there- 
of to be destroyed or brought into com- 
pliance with the provisions of this Act .. .”’ 
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to utilize the food where, as here, it is fit for human consumption, is 
in accordance with the specifications of the foreign purchasers, and is 
not in conflict with the laws of the country to which it is to be sent.” ® 
The court arrived at this conclusion even though it expressed the view 
that the goods under seizure “could not be brought into compliance 
with law.” 


The Circuit Court of Appeals reversed [CCH Food Drug Cosmetic 
Law Reports { 7090], on the grounds that Section 801(d) is an exemp- 
tion from the adulteration and misbranding provisions of the Act, which 
can attach only where the article shipped was “‘originally intended”’ for 
export; that the article could not be brought into compliance with the 
statute by being prepared for export after seizure; and that it is con- 
trary to the basic purpose of the Act to permit one who has violated 
the law to “avoid the consequences of his wrong by then exporting the 
outlawed goods to some foreign country which will receive them.’’ The 
court stated further that ‘‘an attempt to rewrite the Act along these 
lines seems likely to have the effect of nullifying its chief purposes,” 
and that the provisions of the Act for criminal and injunction proceed- 
ings and “such legislative history as is called to our attention,” sup- 
ported its conclusion. 


Thus it was the court's view that the statutory language did not 
authorize it to permit export of the seized goods; that the seizure action 
was in the nature of a penalty upon the owner of the goods which 
he would escape if permission to export them were granted; and that 
this would work a frustration of one of the chief aims of the statute. 


There is reason for apprehension that, if this decision remains con- 
trolling, it will lead, in some of its applications, to incongruous and uneco- 
nomic results. Its soundness, as a matter of law, is certainly questionable. 
Important aspects of the question involved, which apparently were not 
before the court, might well have resulted in a decision favorable to 


the claimants. These will therefore be examined, in the light of the 
court's opinion. 


opinion [CCH Food Drug Cosmetic Law 
Reports { 7070}, dated October 22, 1947, 
rendered after rehearing on the question 
of whether the catsup under seizure had 





5’ United States v. 215 and 902 cases— 
Michigan Brand Grade A Tomato Catsup, 
United States District Court for the East- 
ern District of New York (Misc. No. 1151 





and 1152), decided July 3, 1947 [CCH Food 
Drug Cosmetic Law Reports { 7058). The 
quotation in the text is from a second 
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been originally intended for export. The 
court regarded the answer to this question 
as immaterial to the decision of the case. 
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Statutory Construction 


There can be no doubt that, under the export provision, an article 
which has not been seized may be exported even though it would be 
adulterated or misbranded if shipped for domestic consumption, if it 
is acceptable under the laws of the country of the foreign purchaser 
and is labeled to show that it is intended for export. That is clear 
from the language of Section 801(d). This was also the law under 
Section 2 of the Food and Drugs Act of 1906.° 


It must therefore be recognized that, basically, Congress has lim- 
ited the application of the adulteration and misbranding sections of 
the Act to trade and commerce within the United States. The legis- 
lative history of Section 801(d) discussed infra, seems to emphasize 
the intention to impose this limitation. There can be legitimate doubts 
as to the wisdom of this policy, but it was deliberately adopted in the 
face of administration opposition and must be regarded as of funda- 
mental importance in a consideration of the effect of the export pro- 
vision in the situation before the court in the Kent case. 


In support of its conclusion that the catsup could not be exported, 
the Court of Appeals cited the provision of Section 304(d) authorizing 
release of a seized article under a bond “conditioned that such article 
shall not be sold or disposed of contrary to the laws of any state or 
territory in which sold,” and permitting delivery of the goods to the 
owner ‘‘to be destroyed or brought into compliance with the provisions 
of this Act.” The effect of the court's decision is that, once seized, 
an article may be released under this procedure only if it can be 
brought into compliance for domestic sale, that is, by such a process 
as washing or reconditioning, or changing the labeling on which a 
misbranding charge was based. But there is no language in Sec- 
tion 304(d) which seems so to restrict its application. 


The adulteration and misbranding sections’ provide that “A food 
(drug, device, or cosmetic) shall be deemed to be adulterated (or 
misbranded )"’ if it falls into one or more of the categories of articles 





®* United States v. Catz American Co., the conditions of the export proviso and 
Inc., 53 F. (2d) 425 (CCA-9; 1931). In this was therefore not subject to seizure 
case, the government had seized certain ™Sections 402 and 403 (adulteration and 
adulterated figs, intended for export, which misbranding of foods); Sections 501 and 
were unfit for use without further process- 502 (drugs and devices); Sections 601 and 


ing. The court held that the article met 602 (cosmetics). 
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described in those sections. The concepts of adulteration and misbrand- 
ing under these provisions are obviously not absolute or physical con- 
cepts. They are legal concepts adopted to serve the purposes of the Act. 


Under Section 801(d), a food, drug, device, or cosmetic intended 
for export “shall not be deemed to be adulterated or misbranded”’ if 
it meets the conditions of that section without regard to whether it is 
within one of the categories established by the adulteration and mis- 
branding sections relating to articles proscribed for domestic trade~ 
as if, for example, it consists in whole or in part of a filthy substance 
or has been prepared under insanitary conditions. Section 801(d), then, 
appears to establish an additional category—articles for export—to 
which the concepts of adulteration and misbranding are inapplicable. 
If, therefore, an article which would otherwise be deemed to be adulter- 
ated or misbranded is brought within the export category by acts with 
respect to it which cause it to meet the conditions of Section 801(d), 
it would seem to be in compliance with the statute, regardless of whether 
such acts were performed before shipment or after seizure. 


Under such an approach it would be immaterial that the physical 
characteristics or the labeling of the article remained undisturbed by 
the process of bringing it into compliance, since the legal concept of 
adulteration or misbranding would cease to be applicable. Sec- 
tion 801(d) is, of course, as much a part of the Act as the adulteration 
provision upon which the Government based its libel in the Kent case. 
It seems somewhat arbitrary, therefore, to regard it as inapplicable after 
seizure as a basis for bringing an article into compliance, in the absence 
of affirmative indication that such was the intention of Congress.* 


that the shipper and the agent in New 





* An example will serve to emphasize the 


point. The third condition of the export York could show documentary proof of the 
provision is that the article be ‘‘labeled order of the foreign purchaser. It would 
on the outside of the shipping package to however, be a simple matter to relabel the 
show that it vis intended for export.’ If food after seizure to show that it was in- 
i manufacturer in Boston ships misbranded tended for export. Thereupon all conditions 
Or adulterated food to New York to an of the exemption would be met, and the 
agent of a foreign purchaser for the pu food would no longer be deemed to be 
pose of export but without labeling the adulterated under the Act. Yet under the 
article to show that it is intended for ex- rule of the Kent case, the court apparently 
port, the article is subject to seizure unde! would have to refuse permission to the 
the Act even though it is in good faith claimant to bring such an article into com- 
intended for export, conforms to the speci- pliance with the Act for export, although 


fications of the foreign purchaser, and is the Act clearly permitted its export but for 
not in conflict with the laws of the re the labeling defect 
ceiving country It would be immaterial 
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The designation of Section 801(d) as an exemption does not seem 
very persuasive on the question of when it may become operative. The 
section is couched in the same language as the adulteration and mis- 
branding provisions and seems to be of correlative force in the statutory 
scheme since the misbranding provisions declare that a food, drug, 
device, or cosmetic “shall be deemed to be adulterated or misbranded” 
and the export section recites that a food, drug, device, or cosmetic 
“shall not be deemed to be adulterated or misbranded,” under specified 
conditions. If it is possible to bring a seized article into compliance 
with the one, it should, logically, be possible to reach the same result 
with respect to the other. That, in fact (as distinguished from law) 
this can be done is clear, since the conditions of Section 801(d) are 
susceptible of being met as well after seizure of the goods as before 
that event.® 


The Noodles Case 


# Curiously enough, the Government itself had, in an unreported case, 
in effect conceded the point involved in the subsequent Kent case. In 





* An additional point may be mentioned 
although it was not specifically referred 
to by the court in the Kent case. The 
last sentence of Section 801 (d) provides 
that “But if such article is sold or offered 
for sale in domestic commerce, this sub- 
section shall not exempt it from any of 
the provisions of this Act’ (italics sup- 
plied). It has been suggested that this 
sentence itself precludes the release for 
export of seized articles which have been 
offered for sale in domestic commerce. But 
the sentence in question refers to ‘‘such 
article,’’ i.e., an article intended and la- 
beled for export as provided in that sec- 
tion, and it is clear that the articles in 
the Kent case did not meet that descrip- 
tion, since they were not labeled to show 
that they were intended for export and 
could not after seizure have been so labeled 
without the permission of the court. 

The sentence in question appears to be 
directed solely at articles which, although 
labeled for export, are nevertheless sold 
or offered for sale in domestic commerce, 
with the purpose or effect of avoiding pro- 
ceedings against them as articles deemed 
to.be adulterated under Section 402. 

It is of significance to note that the ex- 
port provision of the Food and Drugs Act 
of 1906 (proviso of Section 2) also stipu- 
lated that ‘“‘if said article shall be in fact 
sold or offered for sale for domestic use 
or consumption, then this proviso shall not 
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exempt said article from the operation of 
any of the other provisions of this Act."’ 
The emphasis supplied by the words in 
italics indicated that the reference was to 
the article described in the preceding por- 
tion of the proviso, i.e., an article pre- 
pared and labeled for export as set forth 
therein, which was nevertheless offered for 
sale for domestic use or consumption. Ap- 
parently it was so interpreted by the Food 
and Drug Administration in the Regula- 
tions for the Enforcement of the Federal 
Food and Drugs Act of 1906, as Amended 
(10th Revision, 1930). Regulation 27, after 
describing the export requirements of the 
proviso to Section 2 of the 1906 Act, pro- 
vided as follows: 

“*(c) An article prepared for export in 
accordance with paragraphs (a) and (b) 
of this regulation if sold or offered for 
sale for domestic consumption is subject 
to all the provisions of the Act regarding 
domestic sale.”’ 

The discussion of the legislative history 
of Section 801 (d) of the new Act indicates 
that the effect of the changes from the 
above-quoted provision of the old Act was 
to expand rather than to restrict the scope 
of the export provision. There seemed to 
be no Intention to limit the scope of the 
new provision by making the last sentence 
of Section 801 (d) applicable to articles 
which do not purport by their labeling to 
be intended for export. 
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United States v. 112,000 pounds more or less . of an article 
invoiced as noodles (DC N. J., Decree filed September 6, 1945, Civil 
6105, F. D. C. 17077), seizure of 112,000 pounds of “‘noodles’’ was made 
under the Food, Drug, and Cosmetic Act upon allegations that the food 
was adulterated and misbranded.*® 


Upon the consent of the claimant and the Government, a decree 
was entered permitting claimant to take the noodles down under bond 
for repackaging and relabeling for export by the United Nations Relief 
and Rehabilitation Administration “for food relief in foreign countries.” 
There was to be no charge to UNRRA. The records of the court 
show that this was accomplished to the satisfaction of the Government 
(the Food and Drug Administration ). 


This food could not, by relabeling, be brought into compliance with 
the Act for domestic consumption, under policies of the Food and Drug 
Administration which have been successfully maintained in the courts, 
since regardless of the relabeling it would remain both adulterated and 
misbranded except for purposes of export." 


It seems clear, therefore, that in the Noodles case the Government 
consented to the release under bond for export of a seized article of 
food, which, in its own view, was and remained, both misbranded and 
adulterated—a procedure which it denied to the claimant in the 
Kent case. 


Thus, it is difficult to see how the Government could consistently 
have maintained in the Kent case that, as a matter of law, the catsup 
under seizure could not be brought into compliance for export. That 
is exactly what was done in the Noodles case. 











%” The charges of adulteration were that 
a valuable constituent, egg, had been partly 
omitted from the food (Section 402 (b) (1)). 
and that artificial yellow color had been 
added to make it appear better or of greater 
value than it was (Section 402 (b) (4)). 
The misbranding charge was that the 
noodles failed to conform to the definition 
and standard of identity for noodles estab- 
lished by the Federal Security Adminis- 
trator (Section 403 (gz) (1)). The noodles 
standard was promulgated pursuant to Sec- 
tion 401 of the Act. 

31 This result follows from the fact that, 
regardless of its new tabeling the food 
would still purport to be noodles, a food 
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for which a definition and standard of 
identity has been established pursuant to 
Section 401, and would therefore be mis- 
branded under Sectiom 403 (g) (1) by rea- 
son of its failure to contain the amount 
of egg ingredient required by the noodle 
standard. Federal Security Administrator 
v. Quaker Oats Co. (1942), 318 U. S. 218; 
Libby McNeal and Libby v. United States 
148 F. (2d) 71 (CCA-2; 1945). Nor could 
the alleged adulteration be cured by re- 
labeling since, no matter what label was 
affixed the food would still purport to be 
noodles, under the Food and Drug theory 
of the law. and consequently violative of 
Sections 402 (b) (1) and 402 (b) (4). 
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It is, of course, immaterial, on the legal point, that the noodles 
were delivered to UNRRA without cost. This fact cannot affect the 
question of the authority of the court to permit goods under seizure 
to be brought into compliance for export. 


This case is illustrative of the difficulties inherent in the rule 
enunciated in the Kent case. The noodles were a good food and their 
destruction would have been unjustified. Possibly the Administration 
proceeded on the theory that export by UNRRA was the equivalent 
of release to a charitable institution which, in turn, is regarded as fulfill- 
ment of the mandate of the Act that an article which cannot be brought 
into compliance must be destroyed. Whatever the merits of the theory 
that delivery to a charitable institution is “destruction,” it cannot operate 
to deny the fact that the only authority for permitting export is found 


under Section 801(d). 


Legislative History 


The court in the Kent case stated that “such limited legislative 
history as is called to our attention’’ supported its conclusion against 
export of the seized catsup. The government had emphasized the 
similarity of the export proviso of Section 2 of the 1906 Act and the 
present export provision as importing approval of a consistent policy 
of the Administration against export of seized articles.'* There is, 
however, a legislative record of a more specific nature to which seemingly 
the attention of the court was not directed. 


We have noted that, in enacting the food and drug laws, the con- 
cern of Congress was the prohibition of domestic trade and commerce 
in adulterated and misbranded articles. It resisted and refused to accept 
Administration proposals which would have enlarged the scope of the 
statute to protect foreign consumers, except to the extent that they 
were protected by the laws of their own countries. The congressional 
approach is reflected in the reports of committee hearings on the 
proposed law. 


Senate Bill No. 2800, Seventy-third Congress, Second Session, the 
immediate forerunner of Senate 5 (which was enacted, with amend- 





" As we have seen, the Noodles case just consistency in the application of this policy. 
discussed appears to be a deviation from 
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ments, into the present Act) contained, in Section 20(d), essentially 
the same exemption for exports as the present Act, except that the 
exemption applied only to an article “which is not adulterated within 
the meaning of Section 3. paragraph (a); Section 4, paragraph (a); 
or Section 5,” i. e., foods adulterated by reason of the presence of 
poisonous or deleterious substances, filth or decomposition, or which 
were prepared under insanitary conditions; drugs which were danger- 
ous to health; and adulterated cosmetics. At the Senate hearings on 
Senate 2800, it was proposed that the quoted language be eliminated 
from Section 20(d). Mr. Walter G. Campbell, then Chief of the Food 
and Drug Administration, opposed the elimination of that language on 
the ground that to send adulterated (as distinguished from misbranded ) 
products to foreign consumers would be inhuman and would compromise 
the standing and reputation of American food and drug producers." 
Answering Mr. Campbell, and referring to the provision of Senate 2800 
in question, Senator Hebert said: 

Mr. Campbell, the provision (i. e., the prohibition of exports of adulterated 
articles proposed in the bill and favored by the Administration) is not based on 
any desire to protect the health of the people in the United States, but to protect 


the interest of manufacturers in the United States. That isn't the purpose of this bill. 
it isn't the primary purpose. It goes beyond the scope of this legislation.” 


Nor does it appear that industry shared Mr. Campbell's misgiv- 
ings concerning the effect on its reputation. As a matter of fact, an 
industry representative present at the hearings (Mr. Dwight K. Grady, 
representing the California State Chamber of Commerce, Agriculture, 
and Industry, and two Western dried fruit associations) remarked, in 
opposing Mr. Campbell's view, that: 


The suggestion, from the ethical point of view, that we were doing no good to 
foreign consumers of American goods if we were permitting this type of thing to 
go out, because it would be hurtful to the reputation of American producers, is remin- 
iscent of the suggestion made sometimes that it might be well to amputate the leg 
in the hope that another one would grow in its place. We know that cannot 
be done.” 





' Hearings on Senate 2800, Seventy-third by Americans. But let me point out that 
Congress, Second Session, February 27- that was not the purpose of the Congress 
March 3, 1934, pp. 519, 522; Dunn, Federal in 1906."" That Mr. Campbell's statement 
Food, Drug, and Cosmetic Act (1938), p. was incorrect as to the effect of the statute 
1132. is pointed out by Mr. Grady, at page 524 

%Same, p. 522 Mr, Campbell's reply of the Hearings (Dunn, p. 1134) and is 
was that ‘‘there can be no brief held for demonstrated by the case of United States 
that provision if it is the purpose of Con- v, Catz American Co., Inc., 53 F. (2d) 425, 
gress to have us confine ourselves to the supra, 
food and drugs that are to be consumed Same. p. 524 
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Mr. Grady had previously pointed out that foreign countries have 
different standards from our own and Mr. Campbell had noted that 
“there is not a doubt in the world that there is greater diligence in the 
enforcement of laws regulating food and drug products in America 
than anywhere else.” *® It was Mr. Grady’s view that the retention 
of the prohibition on the export of adulterated products would confer 
no advantage on the foreign consumer, but would merely confer ‘a 
competitive advantage on countries like Russia, Persia, the Levant, the 
other Mediterranean countries, Australia, and South Africa. They 
are direct competitors of our products. It takes something from us, it 
denies us the opportunity of satisfying the demand that exists in coun- 
tries which regulate their own business, who are protecting their own 
health and production measures, and esthetic measures, if you please, in 
some manner comparable to our own, determined upon their own 
philosophy and their own psychology.” '’ He insisted that American 
business must be given the opportunity of meeting the test of the laws 
of the country of importation rather than of the United States." 


The Commitee eliminated the language which would have pre- 
vented the export of adulterated products and the bill’s successor in 
the Seventy-fourth and Seventy-fifth Congresses (Senate 5) was 
eventually enacted with no changes in the export provision of the bill 
(Section 801(d)) which are material to this discussion. There is noth- 
ing in this history which supports the narrow construction adopted 
by the court in the Kent case. On the contrary, the court’s view is 
difficult to reconcile with the clear intention to give wide latitude to 
exports, in the absence of a clear limitation in the statute itself. It 
was clearly of concern to Congress that American business should not 
be subjected to restrictions which were not imposed upon business in 
the country of importation. In this policy it is somewhat difficult to 
find a basis for imposing a limitation on the ground that the goods 
which it is desired to export have been seized, since the purpose of the 
Act—to prevent disposal of the goods in domestic commerce—has 
apparently been achieved by the seizure itself. 


Congress did not respond specifically to Mr. Campbell's sugges- 
tion that it would be inhuman to ship adulterated products abroad, but 





1% Same, p. 522; (Dunn, p. 1132). 1134). 
7Same, pp. 523, 524; (Dunn, pp. 1133, 148 Same, p. 524; (Dunn, p. 1134). 
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the test of the law of the foreign country seems at least realistic, in 
view of the unusually high standards which the Food and Drug Admin- 
istration has most commendably maintained in this country. As Mr. 
Campbell indicated, no other country maintains such standards. 


On the specific point made by the Government in the Kent case, 
that Section 801(d) constitutes a ratification of its policy of opposition 
to the export of commodities which have been seized, it is of interest 
to observe that the export proviso of the 1906 Act was somewhat broad- 
ened by the language adopted in Section 801(d). This was pointed 
out by Mr. Campbell in the course of his testimony on the export sec- 
tion of Senate 2800 (Section 20(d)) which, as has been noted, con- 
tained essentially the language of Section 801(d) except that it would 
not have permitted export of certain adulterated articles. 


The views exchanged on this point at the hearings were not very 
clearly stated. But Mr. Campbell's basic contention that the proviso of 
Section 2 of the 1906 Act was more restrictive than the provision of 
Senate 2800 proposed, seems sound, since that proviso required that the 
article to be exported be ‘‘prepared or packed according to the specifica- 
tions of the foreign purchaser,” while the provision proposed and subse- 
quently enacted merely requires that the article ‘accord’ to such 
specifications. There would, under the language of the 1906 proviso, 
have been room for argument that a product under seizure could not be 
exported because it was not originally prepared or packed as specified 
by the foreign purchaser, but the relaxation effected by Section 801(d), 
as above indicated, removes any basis in the language of that section for 
such a contention. If such a relaxation of the provision has any meaning 
in relation to the subject of this paper, it fortifies the view that seizure is 
not a bar to export. 


On the whole, this history seems to indicate that Congress contem- 
plated a considerable measure of liberality with respect to exports, rather 
than a restrictive interpretation such as that which has been adopted by 
the Circuit Court of Appeals for the Second Circuit. 


It would appear that, in effect, the court in the Kent case read Sec- 
tion 801(d) as if it provided that “a food, drug, device, or cosmetic 





2%” Hearings on Senate 2800, Seventy-third Food, Drug, and Cosmetic Act (1938), pp 
Congress, Second Session, February 27- 1132, 1134, 1135. 
March 3, 1934, pp. 522, 525; Dunn, Federal 
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intended for export shall not be deemed to be adulterated or misbranded 
if it meets the conditions therein set forth at the time of its introduction 
or delivery for introduction into interstate commerce. But the italicized 
words were not included in that section by Congress. The court appar- 
ently felt impelled by considerations of policy to reach this conclusion. 
Such a policy is not readily discernible in the legislative history, as we 
have seen, or in the language of the statute which we have thus far 
considered. 


The Nature of the Seizure Proceeding 


It is quite clear that the seizure action under Section 304 is a civil 
proceeding in rem against the offending goods and is not a criminal action 
against a person or firm. United States v. 75 Cases, etc., 146 F. (2d) 
124, 127 (CCA-4, 1944). The proceeding was not designed to punish 
the shipper or owner. He need not even enter an appearance in the 
action. Its purpose was to remove the offending product from the 
domestic market and it would seem that this purpose is achieved when 
the seizure has been effected and the case of the Government sustained. 


The record in Congress abounds with authoritative statements by 
both administrative and legislative officials that this was the purpose of 
the seizure provisions and, as Mr. Campbell stated, referring to this pur- 
pose as it affects the owner of a seized article “It is not to deprive him 
of his property, but, in other words, to guarantee the sale of such prop- 
erty in accordance with the terms of the Act.” *° There is no reason to 
labor the point from the aspect of its legislative history since the Act 
itself seems quite clearly to reflect the intention of Congress. 


The provisions of Section 304(d), authorizing release of the seized 
commodity under bond for bringing it into compliance with the statute, 
appear to constitute an implicit denial that the proceeding was based 
upon the concept of a penalty for wrongdoing or for an imposition upon 
the public. Indeed, these provisions are an affirmative insistence that, 
where feasible, the goods should be released to the owner so that the 
latter will not suffer loss by reason of the seizure. Extreme solicitude 
for owners and shippers, to the extent that the domestic public was not 
injured, was markedly evident during the hearings and debates in Con- 





* Hearings on Senate 5, Seventy-fourth Food, Drug, and Cosmetic Act, p. 1264 
Congress, First session, Dunn, Federal 
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gress, in connection with its consideration of the seizure section of the 
proposed legislation. 


Criminal proceedings and penalties against shippers were specifically 
provided by Sections 301 and 303 and are in nowise dependent upon a 
prior seizure under Section 304. On the other hand, one whose goods 
have been seized may still be subjected to criminal action and punishment 
if the government believes that the facts warrant the invocation of crim- 
inal sanctions, in spite of the fact that the aim of the seizure section has 
been achieved by banning the adulterated or misbranded article from the 
domestic market. The two remedies, and the additional one of injunc- 
tion are, under the clear language of the Act, entirely independent each 
of the other. 


Perhaps the court was concerned lest permission to export seized 
goods should constitute an incentive to ship contraband articles with the 
secondary purpose of exporting them in the event that they are seized. 
But such a possibility seems inherent in the seizure provisions themselves, 
both as regards food or drugs which can, under those provisions, be 
brought into compliance for domestic consumption and as regards those 
articles which the owner seeks to bring into compliance for export. It 
must be remembered also that the criminal sanction remains available to 
the government in any event. Moreover, the fact that a shipper knew 
or may have known that adulterated or misbranded goods introduced by 
him into interstate commerce could, if seized by the government, be 
brought into compliance with the Act for the purposes of domestic trade 
has never, so far as is known, been urged by the government as a basis 
for refusing delivery of such goods for reconditioning to correct an 
adulteration or for relabeling to correct a misbranding. Consequently, 
the suggestion that the existence of the possibility that articles may be 
exported after seizure would tend to defeat the purposes of the Act does 
not seem to carry a great deal of persuasiveness. 


The fact is that the Act vests discretion in the court to release goods 
under bond to be brought into compliance, in part as a measure of pro- 
tection for consumers, and in part to avoid unnecessary destruction of 
foods and drugs. No reason appears why this discretion should not 
operate with respect to goods which the owner proposes to export if they 
can be brought into compliance for that purpose or why there is less 
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protection to the consumer in such a situation than in the case where 
goods are to be brought into compliance for domestic use. 


Insofar as the foreign purchaser is concerned, it seems inconceivable 
that a court would permit the export of a product known to be dele- 
terious, whether it is a food, a drug, or a cosmetic, and there is little 
doubt that reliance can safely be placed upon the Food and Drug Admin- 
istration to bring the facts of the matter forcibly to the court's attention. 
It seems likely that cases of misbranding involving economic cheats 
would receive a similar disposition, as indeed they should. There is, of 
course, no such protection for the foreign consumer with respect to the 
vast majority of exports since, under the terms of Section 801(d), they 
may not be subjected to judicial treatment at all, regardless of adultera- 
tion or misbranding, if they meet the conditions of that section. 


It is unnecessary to argue the point that “adulteration,”” under the 
Act, does not necessarily imply harmfulness, and that certain sections 
of the law were ‘designed to protect the esthetic tastes and sensibilities 
of the consuming public,” United States v. 133 Cases of Tomato Paste, 
22 F. Supp. 515, (DC Pa., 1938). In fact, a food such as tomato catsup, 
which may well have been acceptable even for domestic consumption a 
few years ago, may today be regarded as adulterated and therefore sub- 
ject to seizure, by reason of the progressive tightening of the administra- 
tive tolerance on decomposition in tomato products, as improvement in 
manufacturing methods and practices permits the increased elimination 
of decomposed material from the end product. It is questionable whether 
under present law such standards may properly be applied, even indi- 
rectly, in the case of articles which the owner desires to export. 


Similar considerations seem to apply to an article such as the noodles 
seized in the case hereinbefore discussed. 


If the court in the Kent case is correct in its view that the shipper of 
such a product is to be penalized under the seizure section as well as 
under the criminal sections of the statute, there is, of course, justification 
for the view that the seized article should be destroyed. But even in such 
a situation, as we have seen, the court is faced with an underlying incon- 
sistency in the case where the owner is permitted to recondition a seized 
article for domestic sale. 
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The concept of the seizure process as a penalty which the would-be 
exporter of condemned goods should not be spared seems equally difficult 
of acceptance as applied to the case where the cause for seizure arises 
after shipment in interstate commerce and through the fault of no person. 
The potentialities of this phase of the problem have been accentuated by 
the recent amendment to the Act authorizing the seizure of commodities 
which become adulterated or misbranded after shipment.*? Where, for 
example, adulteration results, after shipment, from causes beyond the 
owner's control, and the goods are seized, it is not readily apparent how 
permission to export them could be denied on the ground that it would 
allow the owner to “‘avoid the consequences of his wrong by then export- 
ing the outlawed goods to some foreign country which will receive them.” 
Neither wrong nor fault is in any way involved. 


Conclusion 


If the foregoing analysis is sound, it leads to the conclusion that, 
under the language of the law, it is feasible to bring a food, drug, or 
cosmetic into compliance for the purposes of export; that there are indi- 
cations in the Act and in its legislative history which lend support to the 
propriety of such a procedure; and that the contrary view, particularly 
the concept of the seizure process as a penalty upon the owner or shipper, 
gives rise to problems of consistency which are not readily explainable. 
The element of unfairness to innocent owners who are chargeable with 
no unlawful act is a material factor. The idea that to allow export after 
seizure would undermine enforcement operations hardly seems con- 
sistent with the practice of permitting reconditioning or relabeling for 
domestic use and, if the penalty concept again enters here, it may be just 
as expensive for the owner to find a foreign purchaser and to relabel for 
export as to bring the goods into compliance for domestic consumption. 


It would seem, therefor, that the real question in the situation in- 
volved in the Kent case is not whether, as a matter of law, the seized 
goods may be brought into compliance with the Act for export, but 
whether, upon the particular facts presented, the court should exercise 
its discretion to permit them to be exported. [The End] 





21 The so-called Miller Amendment, Pub- Session, approved June 24, 1948. 
lic Law 749, Eightieth Congress, Second 
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Veterinary Medicinal Preparations 





Under the Federal Food, Drug, and Cosmetic Act 


BY H. E. MOSKEY, V.M.D. . MANUFACTURERS OF BOTH DRUGS 
FOR VETERINARY USE AND SPECIALIZED FEEDS FOR POULTRY 
AND LIVESTOCK NEED A CLEARER UNDERSTANDING OF SOME 
SECTIONS OF THE FDA APPLICABLE TO THEIR INDUSTRY 





institutions, the value of the livestock and poultry industry is 

estimated to be 10 billion dollars or more with an annual loss 
of over 500 million dollars from diseases and parasites. Calculations 
based on published data indicate that the sale of drugs for veterinary 
use amounts to approximately 110 million dollars annually, exclusive 
of biological products such as vaccines, bacterins, and serums. The 
interest in this field is growing rapidly. Practically all of the well 
established manufacturers of chemicals and pharmaceuticals now have 
veterinary medical departments which are dedicated to the study and 
development of therapeutic agents for veterinary use. The manu- 
facture of specialized foods and mineral feed supplements for poultry 
and livestock has also developed into a big industry in this country. 


AN nstiions, TO REPORTS coming from government and state 


With the exception of Section 502(d) of the Federal Food, Drug. 
and Cosmetic Act, which deals with habit-forming drugs, all provi- 
sions of the Act dealing with adulterated or misbranded drugs and 
devices are applicable to veterinary medicinal preparations and devices. 
Likewise, all food provisions of the Act are applicable to foods for 
animal feeding. Since 1928, the Food and Drug Administration has 
been active in the enforcement of the law against adulterated and mis- 
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branded veterinary medicinal preparations. Most worthless types of 
medicinal preparations, represented for prevention and treatment of 
serious diseases of animals such as hog cholera and bovine brucellosis, 
commonly called infectious or contagious abortion of cattle, have now 
disappeared from interstate channels. Well-established and up-to-date 
manufacturers of veterinary medicinal preparations are no longer rely- 
ing on information obtained solely from satisfied users and uncontrolled 
field tests, but recognize their responsibilities for placing on the market 
ethical products based on demonstrable scientific facts. 


The daily requests of representatives of many manufacturers for 
interviews to discuss their veterinary medicinal products from the stand- 
point of the requirements of the Act also indicate their seriousness in 
endeavoring to comply voluntarily with the intent and purpose of the 
law. However, our correspondence with many livestock raisers, poul- 
trymen, and others who believe they have discovered a remedy for the 
prevention and cure of serious diseases has not diminished during 
recent years. According to the many letters received from these 
would-be healers, diseases such as hog cholera, brucellosis of cattle, 
encephalomyelitis or sleeping sickness of horses, canine distemper, 
blackhead of turkeys, and pneumoencephalitis or Newcastle disease of 
poultry would no longer be a problem if their ‘cures’ could be mar- 
keted unhindered. When complete information is furnished, we have 
had no hesitancy in expressing an opinion as to the probable illegality ° 
of marketing such products. 
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Labeling of Veterinary Medicinal Preparations 


There are some provisions of the Act which are not clearly under- 
stood by all manufacturers who are interested in marketing veterinary 
medicinal preparations. The Food and Drug Administration regards 
Section 201(n) of the Act important in determining whether a veteri- 
nary medicinal is misbranded because its labeling fails to reveal material 
facts in the case. A good example for consideration under this section 
is a coccidiostatic agent for poultry, sheep, or swine. Limited in value 
to the prevention or control of an outbreak of coccidiosis, it cannot be 
regarded as a treatment or cure for those birds or animals already 
showing symptoms of the infection. If the label fails to reveal these 
material facts, it is misleading. Another example is that of an anthel- 
mintic which is only partially effective for the removal of certain species 
of worms. This is a material fact which should be clearly set forth in 
the labeling. All of us recognize, of course, that there is no drug or 
substance which can be depended upon to be completely effective in 
the prevention or treatment of any disease condition. The labeling of 
any medicinal preparation having a substantial degree of efficacy in 
the prevention or treatment of any specific disease condition needs no 
qualifying statement in this respect. 

In the preparation of the label or labeling, due consideration should 
be given also to Section 502(c) of the Act, which deems a drug or 
device to be misbranded if any word, statement, or other information 
required by or under authority of the Act to appear on the label or label- 
ing is not prominently placed thereon with such conspicuousness (as 
compared with other words, statements, designs, or devices in the label- 
ing) and in such terms as to render it likely to be read and understood 
by the ordinary individual under customary conditions of purchase 
and use. 

Many manufacturers of veterinary medicinal preparations fail to 
give proper consideration to Section 502(e) of the Act which makes it 
mandatory to declare on the label the common or usual name of each 
active ingredient, including the name and quantity or proportion of 
certain drugs specifically mentioned in this section. If an ingredient 
in a formula is not furnished in therapeutically significant amounts in 
the daily dose, it is obviously not an active ingredient, and listing it 
under the heading “Active Ingredients,” or in any way suggesting or 
implying that it is active, is, in the opinion of the Administration, mis- 
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leading. If, however, the formula contains any drug specifically desig- 
nated in this section of the Act, for example strychnine, its quantity 
or proportion in the product must be declared whether active or not, 
and a statement should be made that the quantity present is too small 
for any therapeutic effect if such is indeed a fact. Otherwise, the inert 
ingredients are not required to be declared on the label. There are 
many formulas of veterinary medicinal preparations which do not pro- 
vide any ingredient in therapeutically significant amounts. These are 
irrational mixtures of many different alleged therapeutic agents having 
dissimilar activity furnished in amounts so insignificant as to render 
them all inert. Under such circumstances, we know of no labeling which 
would comply with the intent and purpose of the Act. 


Under Section 502(f), the labeling must bear adequate directions 
for use and adequate warnings against probable misuse. Directions 
for use cannot be regarded as adequate if the specific purpose for follow- 
ing them is not clearly stated in the labeling. If a preparation serves 
no useful purpose in the prevention or treatment of any disease con- 
dition of any species of animal, adequate directions cannot, in our 
opinion, be prepared in compliance with this section of the Act. Actions 
against inert glandular and other inert preparations will include those 
intended for veterinary medical use. Warnings against misuse are 
frequently of such importance as to render it necessary to present them 
prominently on the main panel of the label as well as in the directions 
for use to comply with Section 502(c) of the Act. 


The Administration has not adopted the policy of restricting over- 
the-counter sales of veterinary medicinal preparations to the same extent 
as for medicinal preparations for human use. The propriety of such 
sales, however, depends entirely on whether or not adequate directions 
can be prepared to enable livestock and poultry raisers to treat their 
own animals safely and intelligently with the drug purchased. There- 
fore, the labeling of potent drugs for veterinary use should bear a forth- 
right statement to the effect that the safe and efficacious use of such 
products as directed depends on an adequate diagnosis obtained from 
a qualified diagnostic laboratory or practicing veterinarian. 


Redistribution and Repackaging of Drugs 
With respect to the redistribution or repackaging of drugs, the 
distributor should bear in mind that Section 301(k) of the Act prohibits 
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the alteration, mutilation, destruction, obliteration, or removal of the 
whole or any part of the labeling of, or the doing of any other act with 
respect to, a drug or device, if such act is done while such article is 
held for sale after shipment in interstate commerce and results in such 
article being adulterated or misbranded. The penalties for thus violat- 
ing the law are the same as for the original interstate shipment under 
illegal labeling. 


Use of Feed as Carrying Agent for Drug 


One of the most practical ways to administer drugs to a large 
group of animals or fowls is to mix them thoroughly in the feed. Many 
interested manufacturers of livestock and poultry feeds have now placed 
on the market feed mixtures containing active drug ingredients. Such 
mixtures come under the definition of a drug and must comply with 
the drug provisions of the Act. The feed ingredients, under the circum- 
stances, must be regarded only as the vehicle or carrying agent for the 
drug and may be declared as such in compliance with state feed laws. 


Marketing of New Drugs 


Because of the great progress made within the last few years in 
the field of chemotherapy, both human and veterinary, many new thera- 
peutic agents have been developed, most of which fall within the defini- 
tion of the term “new drug” as defined by the Act. Most manufacturers 
realize that a new drug cannot be marketed legally in interstate channels 
until a new-drug application with respect to it becomes effective as 
provided by Section 505 of the Act. Section 505(i) provides for the 
promulgation of regulations for exempting from the operations of this 
section drugs intended solely for investigational use by experts, qualified 
by scientific training and experience to investigate the safety of drugs. 
Any manufacturer who is interested in obtaining satisfactory evidence 
for the submission of a new-drug application should give careful con- 
sideration to this exempting provision of the Act and particularly the 
regulation for its enforcement. Where there are already available, 
through published scientific articles, ample factual data to establish the 
safety of a drug, the enclosure of such articles or copies thereof may 
be sufficient for the submission of a new-drug application from the 
standpoint of the drug's safety when used according to the directions 
in its proposed labeling. In the event that a drug has already been 
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extensively used under practical conditions for a considerable period 
of time and there is no longer any question as to its safety when so 
used, it may no longer be a new drug as defined by the Act. Sulfa- 
guanidine, for example, has now been extensively used under practical 
conditions as a coccidiostatic agent in the prevention and control of 
cecal coccidiosis, and, when used in proper dosages under adequate 
directions for use, there is no longer any question of its safety. For 
this reason, we no longer regard it as a new drug for that purpose. 
Sulfathiazole, which has now been extensively used for the control of 
infectious coryza of poultry, is another example. Some of the newer 
sulfonamides are still regarded by the Administration as new drugs, 
and a new-drug application must be effective before they can be mar- 
keted legally in interstate commerce. 


In submitting a new-drug application, it is important to furnish 
a full description of the methods used in, and the facilities and controls 
used for, the manufacture, processing, and packaging of the drug. 
Unless the manufacturer is in a position to show that he employs 
adequate laboratory facilities to insure proper identity, strength, and 
purity of the raw materials and of each batch of the finished product, 
he may have difficulty in submitting a complete application. Frequently, 
some of the applications submitted to us state that the ingredients are 
purchased from reliable drug manufacturers, and no information is 
furnished to show that any precautions are taken to determine, other 
than by organoleptic means, that the ingredients are as represented. 
In this connection, it may suffice to show that the ingredients are obtained 
from the manufacturer under a valid guaranty as provided by the regu- 
lation under Section 303(c) of the Act. In this regulation, there are 
two specified forms of guaranties that may be used. One is a limited 
form for use on an invoice or bill of sale, the other a general and con- 
tinuing form. It has been our experience that very few manufacturers 
of veterinary medicinal preparations take the advantages that a valid 
guaranty offers toward insuring the proper identity, strength, quality, 
and purity of the drugs they purchase for compounding their veteri- 
nary medicinals. 


Use of Drugs for Tenderizing and Fattening Purposes 


While we have permitted a few new-drug applications to become 
effective for 15-milligram pellets of diethylstilbestrol to be implanted 
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under the neck skin of cockerels for tenderizing purposes, no new-drug 
applications have become effective for synthetic estrogens to be admin- 
istered in the feed for such purposes, because there is not sufficient evi- 
dence to show that the birds treated in this manner are safe for human 
consumption. Recently our attention was called to the investigations 
of the Food and Drug Division of the National Health and Welfare 
Institute at Ottawa, Canada, on the feeding of synthetic estrogens to 
poultry, in which it was shown that synthetic estrogens fed to poultry 
for sufficient length of time to produce a tenderizing effect had a tendency 
to accumulate in the fatty tissues and the liver to such an extent that 
the birds proved harmful for human consumption. 

The interest shown by some manufacturers in thiouracil for fatten- 
ing poultry and livestock has presented a serious problem in connection 
with new-drug applications. Thiouracil has high toxic potentialities 
for man; we must be convinced beyond any doubt that the edible por- 
tions of the treated animals are safe for human consumption before we 
can consider permitting such new-drug applications to become effective. 
Chronic toxicity studies on animals extend over a considerable period 
of time, are quite expensive, and, perhaps for this reason, are not as 
yet available for thiouracil. Chemical methods to detect minute quan- 
tities of the chemical substance in the tissues and glands of treated 
animals, should they be developed, would be of considerable help in 
determining some of the factors involved. Histological studies of treated 
animals are also essential to determine what changes, if any, have been 
produced by feeding the chemical. According to our understanding, 
experiments have shown that thiouracil can be administered to hogs 
to produce a fattening effect by inhibiting thyroid activity. The pancreas 
of hogs is used almost entirely for the manufacture of insulin. We 
do not know what effect the chemical would have on the pancreas of hogs 
from the standpoint of producing insulin and its safety to man. Bio- 
chemists associated with chemical manufacturers tell us that in their 
opinion thiouracil is rapidly eliminated from the body fluids. To pro- 
duce a fattening effect, the chemical must be used for a sufficient length 
of time to slow up thyroid activity, and a satisfactory answer to the 
over-all problem has not been forthcoming. This is also a serious 
problem from the standpoint of the enforcement of the Federal Meat 
Inspection Act, and the enforcing officials of that Act do not look with 
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favor on feeding any toxic substances to animals which are to be slaugh- 
tered for human consumption. 


This brings up the question of feeding to poultry and dairy cows 
iodinated casein having thyroid-like properties. Extensive publicity 
has been given in various popular magazines and newspapers to the 
experimental work with this substance, referred to in these popular 
articles as thyroprotein. New-drug applications have been permitted 
to become effective for the use of an iodinated casein to be fed to poultry 
and dairy cows solely on the grounds of its safety. The applications 
which are effective were accompanied by convincing scientific evidence 
that treated birds were safe for human consumption and that milk from 
treated cows was safe for children. Recently a new-drug application 
became effective for a complete feed for dairy cattle containing iodinated 
casein as an active drug ingredient. With respect to the proper labeling 
of the feed, the Administration has taken the stand that it is a drug 
intended for a drug purpose and that it must be labeled to comply with 
all the drug provisions of the Act including, of course, adequate direc- 
tions for its use and adequate warnings against its misuse. 


Penicillin Therapy in the Treatment of Mastitis 


The Federal Food, Drug, and Cosmetic Act has been amended to 
require certification of each batch of penicillin and streptomycin manu- 
factured before it can be distributed or sold in interstate commerce. 
Streptomycin and especially penicillin, as an udder infusion for the 
treatment of mastitis of cattle due to Streptococcus agalactiae, are now 
being used in veterinary medicine. Ten per cent or more of bovine 
mastitis cases are caused by staphylococci, corynebacteria, and colon 
organisms. Unfortunately, some of these causes do not respond satis- 
factorily to penicillin therapy or, for that matter, to any known therapy. 
However, it is agreed among research workers that Streptococcus 
agalactiae, which does yield to penicillin therapy, is the cause of most 
cases of mastitis of dairy cows. On October 5, 1945, the Administration 
issued a notice to manufacturers and distributors of veterinary penicillin 
furnishing indications, directions, and precautions suggested for inclu- 
sion in the labeling of penicillin for veterinary use. On April 25, 1946, 
this notice was supplemented by some additional information based on 
recent advances in the treatment of mastitis of cattle caused by Strepto- 
coccus agalactiae. Recently there has been a tendency on the part of 
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some research workers to recommend a larger number of units of peni- 
cillin in each injection, with a reduced number of treatments. For 
example. large udders may receive three daily injections consisting of 
200,000, 100,000, and 100,000 units of penicillin respectively. Infected 
quarters of small to moderate sized udders may receive three daily 
injections consisting of 100,000, 50,000, and 50,000 units respectively. 
During the dry period, up to three weeks before parturition, each quarter 
infected with Streptococcus agalactiae may be infused with 100,000 to 
200,000 units of penicillin in a single treatment. The only reliable 
criterion for determining whether the treatment has been effective or 
not is a bacteriological examination of the milk taken from the infected 
quarter after the treatment. Aqueous and saline suspensions of peni- 
cillin for intramuscular use in systemic infections caused by penicillin- 
sensitive organisms have not been popular with practicing veterinarians, 
with the possible exception of some small-animal practitioners, because 
it is not convenient or economically feasible to make the necessary three 
to four hourly injections for maintaining adequate therapeutic blood 
levels. With the development of penicillin in oil and wax, and recently 
procaine penicillin, both of which maintain satisfactory blood levels over 
a period of 24 hours or more from one adequate injection, and with 
considerably lower costs resulting from improved methods of production, 
the interest of practicing veterinarians in these forms of the drug has 
increased tremendously. Recognition must be given to the fact that 
therapeutically effective blood levels, being influenced by many factors, 
cannot be determined by any rule of thumb. Adequate penicillin dosage 
and duration of treatment will vary from one patient to another depend- 
ing on the organism involved, its relative sensitivity to penicillin, the 
severity and stage of the infection, and the age and general condition 
of the patient. On the basis of the most reliable information available 
at the present moment, a minimum of 2,000 units of penicillin per pound 
of body weight is required to establish and maintain an approximate 
0.03 unit per cubic centimeter blood level, which generally may be 
regarded as therapeutically effective for conditions caused by most strains 
of the more susceptible organisms. 


Sulfonamide Therapy in Veterinary Medicine 


With respect to sulfonamides as a whole, it is generally believed 
that systemic infections caused by organisms susceptible to sulfonamide 
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therapy require a dose of | to 1'4 grains of sulfonamide per pound of 
body weight. Some of the newer sulfonamides, particularly those with 
the pyrimidine ring such as sulfamerazine and sulfamethazine, maintain 
an adequate blood level with this dosage for 12 hours or longer. At 
the present time it appears that sulfonamide therapy in veterinary medi- 
cine has a much wider range than penicillin therapy, but sulfonamides 
are much more toxic, and their use requires a more careful observation 


of the animal. [The End] 


PROTECTION OF THE FOOD SUPPLY 


The compilation of 1946 disease outbreaks 
conveyed through foods other than milk and 
milk products reveals that lack of refrigeration 
contributes substantially to the frequency of food 
poisoning in the United States. 

The compilation shows that in 1946 there 
were 299 outbreaks of disease from contam- 
inated food incapacitating 12,526 people, 17 of 
whom died. The food was usually contaminated 
through insanitary conditions or infections of 
food handlers. More important, however, early 
and adequate refrigeration was lacking. Even if 
contaminated, food will not usually develop 
toxins and cause food poisoning if properly re- 
frigerated promptly after preparation. Out- 
breaks traced to foods have been nearly six 
times as numerous as those from water or from 
milk. 

Restaurant patrons in many areas are pro- 
tected through local adoption of the sanitary 
standards for eating and drinking establishments 
developed and recommended by the Public 
Health Service. These recommended standards, 
generally known as the ‘‘restaurant ordinance,” 
were developed at the request of state and local 
health officers. Federal Security Agency Re- 
lease 423, September 12, 1948. 
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Microbiological Aspects 
of Food Handling 


BY GLENN G. SLOCUM 


THE USE OF FRESH, SOUND, CLEAN RAW MATERIALS IS THE 
FIRST AND MOST IMPORTANT LINE OF DEFENSE IN PREVENT- 
ING THE DISTRIBUTION OF FILTHY OR DECOMPOSED FOODS 





during recent years, whether from the standpoint of production or 

regulation, the vast increase of interest in the microbiological 
aspects of food handling has been evident. While much of this increased 
interest may unquestionably be ascribed to other causes, it is evident 
that the provisions of paragraph 402(a) (4) of the Federal Food, Drug, 
and Cosmetic Act of 1938 as applied by the Food and Drug Administra- 
tion has focused attention on this phase of food handling often neglected 
in the past. 


Paragraph 402(a)(4) defines a food as adulterated if it has been 
prepared, packed, or held under insanitary conditions whereby it may 
have become contaminated with filth, or whereby it may have been 
rendered injurious to health. Associated closely with it are paragraphs 
402(a)(3) and 402(a)(1) which define a food as adulterated if it 
consists in whole or in part of any filthy, putrid, or decomposed substance, 
or if it bears or contains any poisonous or deleterious substance which 
may render ft injurious to health. The microbiological aspects of food 
handling as related to these provisions of the law constitute the theme 
of the discussion to follow. 


[Ts THOSE who have followed developments in the food industries 
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The terms “sanitary” and “sanitation” in the narrow sense carry 
connotations pertaining to health or danger to health. Modern usage 
does not restrict such terms to conditions affecting health, and, in the 
light of the language of paragraph 402(a) (4), the terms must be inter- 
preted broadly. In discussing the microbiology of food handling, then, 
we encompass the broad field of food plant sanitation and include not 
only conditions which lead to contamination of food with micro-organ- 
isms or other elements dangerous to health, but also filth and other 
extraneous matter which have no place in food. We must also include 
a consideration of other aspects of food handling not necessarily encom- 
passed in, but often related to, food plant sanitation. The use of unfit 
raw materials or failure to provide for the elimination of filthy or decom- 
posed raw materials not infrequently leads to violations of paragraph 
402(a)(3) and may contribute to insanitary conditions in violation of 
paragraph 402(a)(4). Failure to process adequately or expeditiously 
and consequent decomposition of foods by micro-organisms is another 
important aspect of the problem. 

It is manifestly impossible in the scope of this paper to deal specifical- 
ly with the many microbiological aspects of food handling which vary 
greatly from product to product. Let us rather consider the more im- 
portant general aspects from the standpoint of the bacteriologist and 
microanalyst or microscopist. 


Raw Materials 


It is axiomatic that only fresh, sound, clean raw materials should 
be used in the preparation of food products. This is the first, and a most 
important, line of defense in preventing the distribution of filthy or de- 
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composed foods. Micro-organisms, including bacteria, yeasts, and molds, 
ferment and rot raw materials of all kinds in the field, in storage, or 
during transportation to the food processing plant. Such organisms are 
so widely distributed that, in dealing with food products, they must 
always be assumed to be present, and food handling measures must be 
based upon that assumption. Insect pests and rodents may eat, pollute, 
or otherwise defile vast quantities of natural or manufactured raw ma- 
terials. Unclean methods of handling and exposure of raw materials 
may result in contamination with various forms of filth or with micro- 
organisms dangerous to health. 


Fruits and Vegetables 


Examples of such categories of contamination and decomposition 
are almost without limit. Many of the fruits and vegetables are subject 
to field rot or decay such as that commonly seen in tomatoes, peaches, 
and berries. When fully matured, these raw materials deteriorate rapidly 
and may ferment or rot before delivery to the processing plant if held 
too long in the field. Such products frequently contain insect pests which 
not only defile the raw material, but provide ingress for spoilage micro- 
organisms. 


Cereal Grains 


Cereal grains such as wheat and corn are similarly subject to insect 
infestation in the field. In addition, they may be affected with serious 
infestations by storage insects, and, being favored by rodents, they are 
frequently defiled by rats and mice while held in storage before delivery 
to the processing plant. 


Milk and Cream 
Milk and cream intended for manufacturing into cheese and butter 
may be contaminated with cow manure, flies and other insects, rodent 
hairs and excreta, and other forms 6f repulsive filth. Cream held for 
prolonged periods before delivery may be in an advanced stage of de- 
composition. 


Fish 


Fish also may be decomposed on arrival at the food plant, and some 
varieties may contain repulsive parasites or arrive in a diseased condition. 
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Dangers in the Use of Decomposed or Contaminated Raw Materials 


These are but a few of the examples which could be cited. There 
is little debate that such raw materials have no place in the food supplies 
of this country, and yet the inclusion of decomposed or contaminated 
raw materials is a frequent cause for condemnations under paragraph 
402(a)(3) of the Act. While the use of such raw materials may not in 
the strict sense constitute an insanitary practice, acceptance of or failure 
to eliminate filthy or infested materials may permit the entrance of 
contamination that contributes to plant insanitation. The use of decom- 
posed or partially decomposed materials, which commonly carry large 
numbers of spoilage micro-organisms, may also lead to additional com- 
plications in that processes normally adequate to effect preservation of 
the finished product may fail and active spoilage ensue. 


Detection of Evidences of Decomposition and Contamination 

In the majority of cases, evidences of decomposition and contamina- 
tion are apparent and require no special skill other than the normal senses 
of sight, taste, smell, and feel for detection. In such cases, provision for 
an adequate sorting system in the food plant will eliminate defective 
material. It should be noted, however, that when the proportion of bad 
material increases to certain limits, dependent upon the nature of the 
defect and material, it becomes impractical, if not impossible, to remove 
the offensive portion effectively. In other cases wherein the defect is 
not readily apparent, as for example maggots in blueberries and cherries, 
rapid field methods exist or frequently can be developed for testing raw 
materials for the contaminant. Finally, there are those cases in which 
the ingredients have themselves been subjected to prior manufacturing 
operations and can be judged only by proper bacteriological or micro- 
scopic tests in the laboratory. Frequently, bacteriological tests are used 
to detect contamination in sugars, water, and other ingredients used 
in manufactured products, while microanalytical tests are necessary to 
detect filth and rot in comminuted products such as tomato and fruit 


purees or insect filth in flour. 


Plant Sanitation and Filth 


The opening paragraph of the introduction in the Preliminary Draft 
of a Sanitation Manual for Food Industries (University of California 
Press, 1946) reads as follows: 
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Recognition has long been given to the principle that the public is entitled to 
protection from illness and death caused by consumption of impure foods. Initial 
regulatory efforts were directed mainly toward protection of food from contamination 
with pathogenic organisms or with other substances harmful to the health of the 
consumer. There also has developed a public consciousness, reflected by regulatory 
agencies, that in addition to protection of his health the consumer has the right to 
protection against practices violating hygienic decency—practices which are offenses 
only to his aesthetic sense. 


Relation of Filth to Disease 


This brief statement summarizes the objectives of the microbiologist 
in food plant sanitation—protection of the consuming public from harm- 
ful or filthy food products. Often the line of demarcation between a 
harmful and filthy food is exceedingly narrow. Many of the sources 
of filth in food products are potential sources of disease organisms. 
It is well known that rodents are vectors of several diseases transmis- 
sable to man, including typhus, plague, infectious jaundice, and Salmon- 
ella infection. Flies and roaches may harbor pathogenic bacteria and 
transmit infection to foods. Rodents, flies, and other insects closely 
associated with filth and insanitary conditions are capable of mechan- 
ically transferring pathogenic and spoilage organisms from such filth 
directly to food products. Therefore, certain forms of filth contamina- 
tions of food carry implications of danger to health although the demon- 
stration of specific agents of disease may be difficult or impossible. 

Thus, the demonstration of coliform bacteria of fecal origin in 
fresh crabmeat, shelled nuts, and perhaps other foods, interpreted in 
the light of known sources and routes of contamination, bespeaks not 
only a repulsive pollution with filth, but the potential hazard that other 
intestinal bacteria of the typhoid-salmonella-dysentery group may be 
present. Another and more direct example of the relation of filth to 
disease occurred in 1945. Sanitary inspection of a cheese plant in an 
effort to disclose the source of infection of a batch of cheese manufac- 
tured there, which had been responsible for widespread outbreaks of 
Salmonella (paratyphoid) food poisoning in three states, revealed that 
the cheese maker had removed a drowned mouse from the vat of milk 
used in the manufacture of the cheese. 

In appraising plant sanitation, the microbiologist must concern 
himself with those factors in food handling which lead or may be con- 
ducive to contamination with objectionable matter, whether it be patho- 
genic bacteria, excreta of man or animals, rodent hairs, insects, insect 
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parts, or other repulsive substances. He must distinguish between 
those factors of real sanitary import, those which contribute to the exist- 
ence of insanitary conditions, and those which represent primarily poor 
management and disorder. Filthy products may come from modern 
plants with fine equipment and clean products from plants physically 
poor. In the words of Thom and Hunter: “Essential cleanliness is 
a quality of operations and operatives, not of equipment.” 


Rodents 


Let us look at those factors in food handling of primary sanitary 
significance to the microbiologist. Experience has amply demonstrated 
that rats and mice, flies, roaches, and other insects have been justly 
indicted as primary offenders against sanitation. Rodents depend upon 
man for their food supply and are so non-selective in their diet that 
they may be found in any type of food establishment, unless more than 
casual efforts are made to destroy and exclude them. In addition to the 
food they consume, they defile much greater quantities with their dejecta. 
They contaminate raw materials, equipment, floors and other surfaces, 
and finished products with their droppings, urine, and hairs. In those 
plants so constructed as to permit entrance and harborage for rodents, 
the operators face a difficult if not impossible problem in preventing 
food contamination. In such establishments, raw materials and their 
containers often carry rodent filth into the food product. It is an easy 
step from floors or equipment over which rodents have ranged to the 
finished article. Instances have occurred where candy, cheese, and other 
foods have been exposed unprotected in plant or storage areas to direct 
contamination with rodents. 


Insects 


The presence of flies, roaches, and other insects in the food plant 
also speaks eloquently of objectionable conditions of interest to the 
bacteriologist and microanalyst. Their presence may signify raw mate- 
rials infested through improper or careless storage, the accumulation 
or improper disposal of decaying waste materials to serve as breeding 
places for insects, inadequate and infrequent cleaning of equipment and 
plant, and inadequate screening to prevent entrance of flies. Like 








1 Hygienic Fundamentals of Food Han- 
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rodents, they are attracted by foods of all kinds and find entrance into 
finished products in which they may be present as whole insects or insect 
fragments, depending upon the process the food has undergone. The 
potential hazard to health in rodent and insect contamination has been 
mentioned above. 

Personnel 


Behavior of personnel is a factor of extreme importance in plant 
sanitation and requires careful appraisal by the bacteriologist in his 
consideration of food handling. It assumes major significance in the 
case of personnel handling perishable products such as crabmeat, bakery 
products, and others which are not subsequently processed to destroy 
organisms dangerous to health or those indicative of fecal pollution. 
The insanitary acts of personnel are not easy to detect since they are 
transitory. Adequate supervision of personnel is, therefore, a factor 
in sanitation. Correlated with this factor are other sanitary aspects 
which influence the behavior of personnel. These include provisions 
for clean, adequate toilet and washing facilities which need no detailed 
discussion here. 

Food-handling Equipment 

The cleanliness of food-handling equipment, discussed in part 
under rodent and insect problems, occupies a prominent position in 
the attention of the microbiologist. Dirty utensils and equipment and 
inattention to clean-up procedures reflect a disregard for proper sanita- 
tion and may contribute filth to foods processed therein in the form 
of repulsive residue and micro-organisms. Fecal pollution may be 
spread to clean materials, and spoilage organisms present in large num- 
bers in filthy, decayed food residues may contaminate large quantities 
of sound foods and hasten decomposition. 


Water Supply 


A clean, unpolluted supply of water is, of course, imperative in 
any food plant. This applies not only to water added to or used in 
processing the article, but to water used for washing raw materials 


and equipment. 


Other Factors in Food Plant Sanitation 


The factors so far discussed are those most likely to lead directly 
to pollution or contamination with filth. There are other factors influ- 
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encing or contributing to food plant sanitation which need not be dis- 
cussed in detail. Such factors include the plant surroundings, adequate 
light and air, plant and equipment structure and arrangement. The 
relation of most of these to sanitation is obvious, and each may assume 
grave importance in certain cases. 

To close this phase of the subject we quote the following statement 
from Dr. K. F. Meyer: ” 

The broadened legal interpretation of the term adulteration found in various laws 
recently enacted further emphasizes that the existence of insanitary conditions during 
preparation and packing of food is inimical to the interests of our society, which 
has developed a strong aversion to filth. Filth is filth whether it is cooked or raw, 
safe or harmful, visible or invisible to the unaided eye. So much the worse if it is 
sometimes strong enough to affect the flavor or to offer difficulties in the ultimate 
safe preservation of the product. 

There are few who would deny the obligation to cleanliness in 
food handling. Modern processing methods are such that there is little 
excuse for the preparation of foods under insanitary conditions. In 
some respects, modern methods tend to obscure insanitary conditions 
of production, and Dr. Meyer's remarks on “‘filth’’ take on added 
significance when it is recalled that the removal of the visible evidence 
of filth such as rodent excreta, flies, maggots, and other disgusting 
substances in no way renders a product clean or sanitary. 


Food Processing 


There are aspects of food handling aside from, yet closely related 
to, the selection of raw materials and plant sanitation which merit brief 
discussion. 

Clean, sound raw materials are of no avail unless they are so 
handled that deteriorative changes are prevented or retarded, and so 
processed that the agents of deterioration and spoilage are destroyed 
or checked. Raw materials vary greatly in their resistance to spoilage. 
from stable grains to highly perishable products such as milk, meat, 
and berries. It is highly important that perishable and semi-perishable 
materials be handled promptly in the food plant or held under storage 
conditions, usually refrigeration, which will maintain them in their orig- 
inal unspoiled condition. Undue delay in applying the final steps of 
the food preservation process may permit the development of rank 
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spoilage and of such numbers:of micro-organisms that subsequent heat 
treatment is inadequate. Experience has proven that delay of a few 
hours between packaging and freezing is sufficient for spoilage. 

The microbiologist is also concerned with the heat sterilization of 
canned foods, and its adequacy in terms of modern scientific processes 
and proper retort operation. He is interested in the subsequent cooling 
and storage of the finished canned product, since these factors, too, 
bear upon spoilage problems. 


Food-Borne Infections and Intoxications 


Any discussion of the microbiology of food handling must include 
a consideration of those factors largely responsible for food poisoning. 
In reality there is little unique about these factors, and, for the most 
part, they have been covered in preceding sections of this paper. It is 
pertinent to examine each of the major types of bacterial food poisoning 
in relation to the food handling. 


Major Types of Bacterial Food Poisoning in Relation 
to Food Handling 


Staphylococcus food poisoning is a food intoxication caused by 
the consumption of foods in which the organism has grown and pro- 
duced its toxin. This is the most prevalent form of food poisoning in the 
United States. Ingestion of the staphylococcus toxin produces violent 
but short-lived gastrointestinal disturbances which are rarely fatal. 
Since staphylococci are ubiquitous, it is quite fortunate that the capacity 
to produce a food poisoning toxin is apparently limited to an occasional 
strain of the organism. The foods most commonly involved in this type 
of poisoning are extremely varied, but custard or cream-filled bakery 
products, cured meats such as hams, poultry, and milk are prominent 
on the list. Little is known regarding the source and distribution of 
food poisoning types of staphylococci, but there is evidence to indicate 
that they are derived frequently from infected lesions such as cuts, 
abrasions, and pustules on the exposed skin surfaces of food handlers, 
as well as from infections of the nose and throat. Personal hygiene 
is, therefore, a factor in prevention. Refrigeration of susceptible foods 
at all times during production and distribution is a practical and neces- 
sary safeguard since the organism can produce its toxin in a very few 
hours at suitable temperatures. It is significant that the toxin, once 
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formed, will withstand boiling for long periods and may be present in 
cooked foods although the organism producing it has been destroyed. 
It is essential, therefore, that susceptible foods be so handled at all 
times that toxin formation cannot occur. To this end, some cities and 
states have issued regulations forbidding the manufacture of custard- 
filled bakery products during the warm summer season. 


Botulism is another type of food intoxication caused by the inges- 
tion of a toxin; in botulism it is formed by the organism Clostridium 
botulinum in foods. The toxin, one of the most poisonous substances 
known, attacks the central nervous system and the mortality rate is 
extremely high, with an average of about 65 per cent. The most serious 
from the standpoint of mortality, this form of food poisoning is, for- 
tunately, uncommon in occurrence, but there are several fatalities in this 
country every year, caused by home-canned foods inadequately proc- 
essed. Spores of the organism are widely distributed in the soil of 
this country and may be present on vegetables, fruits, or other raw 
materials which have been in contact with dirt. The spores are very 
resistant to heat and can withstand boiling for several hours. They 
will not develop in the presence of air or oxygen and, therefore, find 
conditions suitable for growth in sealed cans or jars of food, preferably 
non-acid products such as string beans, corn, and peas. Of the factors 
heretofore mentioned, the use of fresh, clean, and sound raw material 
and the application of heat sterilization adequate to destroy the causa- 
tive organism, obviously, are important. Modern heat processes 
designed to destroy the spores of Clostridium botulinum. based on scien- 
tific studies by such organizations as the National Canners Association, 
have almost entirely eliminated commercially canned foods as a source 
of botulism since 1925. Although instances of inadequate processing 
or understerilization are no longer common, botulism remains a potential 
hazard to the unwary or careless canner and, hence, to the consumer. 


Salmonella food poisoning differs from the types mentioned above 
in that it results from the ingestion of pathogenic bacteria which pro- 
duce an acute infection of the intestinal tract. Some members of the 
Salmonella (sometimes called paratyphoid) group of bacteria produce 
a disease very similar to typhoid fever and are -rarely responsible for 
food poisoning. Other members of the group frequently responsible 
for acute infections in animals, including domestic animals used for food, 
produce infections of the food poisoning type in man. Rodents are 
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susceptible to epizootics of Salmonella infection and are known to excrete 
those organisms in their feces. Human carriers, that is, individuals 
carrying pathogenic organisms generally as a result of previous acute 
infection, may be sources of Salmonella contamination. The insanitary 
practices involved in the spread of Salmonella infection have been 
enumerated under the general topic of plant sanitation. It is also impor- 
tant that animals suffering from acute infections or which have died 
otherwise than by slaughter not be used for food and that food handlers 
with symptoms of gastrointestinal disturbances be removed from con 
tact with food. 


A Safer, Cleaner Food Supply for Consumers 


The concepts expressed in this paper on the microbiological aspects 
of food handling are not new but represent the accumulated experience 
of microbiologists and sanitarians over a great many years. There can 
be no doubt, however, that the broadened legal concept of adulteration 
under paragraph 402(a)(4) of the Food, Drug, and Cosmetic Act 
has stimulated new interest in the microbiological approach to food 
handling. The development during recent years of new and better 
methods for the detection of food adulteration has also lead to a reap- 
praisal of food handling practices, the ultimate result of which will be 
to insure consumers a safer, cleaner food supply. [The End] 
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discussed typical questions the Food and Drug Administration re- 

ceives about drugs. In that article, the Administration's attitude 
toward inquiries about products subject to the Federal Food, Drug, and 
Cosmetic Act was lucidly set forth. The purpose of this article is to 
discuss some of the questions concerning foods which the Administration 
frequently receives. Since the administrative attitude toward inquiries 
about foods and drugs is essentially the same, it is not my purpose to 
reiterate what has been said by Mr. Murray on the basic approach to 
requests for comments. The lack of authority to approve, the approach 
to a problem from the standpoint of consumers’ interest, the influence 
of fundamental appellate court decisions, the facts necessary for label 
comments are in general the same whether the article involved is a food, 
drug, device or cosmetic. As in the case of drugs, many of the inquiries 
we receive reflect a belief that the Federal Food, Drug, and Cosmetic Act 
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confers upon the Administration the right to approve products and their 
labeling. Frequently we receive requests for a permit to manufacture a 
certain type of food. Our answers to such inquiries always point out that 
the Federal Act places responsibility for compliance upon those who 
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bring the food within the jurisdiction of the Federal law. We, of course, 
try to be helpful in assisting the manufacturer to comply with the 
requirements, by carefully studying the facts submitted with a view to 
pointing out the application of the statute to the particular set of circum- 
stances involved. 


Use of Certain Ingredients 


One of the most frequent requests we receive is for the approval of 
the use of a certain ingredient in a food. Frequently the substance is 
one which has not previously been used as a food ingredient. In an 
article entiled “The Addition of Chemicals to Foods,” by Dr. W. B. 
White of the Food Division of this Administration, which appeared in 
the December 1947 issue of the Quarterly, a very complete discussion 
of the problems presented by the addition of new chemicals to foods was 
given. It may be helpful to those concerned with this problem to review 
briefly the Administration's position with respect to this question. 


The purposes and objectives of the Federal Food, Drug, and Cos- 
metic Act, as was the case of its predecessor law, are many and diverse, 
but certainly, as reflected in the popular nickname ‘Pure Food Law,” 
the public in general regards as one of the most important purposes of 
the Act maintenance of the purity of our food supply. The consumer 
is fully justified in this by the history of the development of pure food 
control beginning with efforts to curb the promiscuous addition of chemi- 
cals to foods in the early years of the century and culminating in sections 
402(a)(2) and 406 of the present Food, Drug, and Cosmetic Act. This 
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background gives ample basis for public confidence that the food supply 
of this country, or at least that portion which moves in interstate com- 
merce, is entirely free from added harmful impurities in any amount when 
they are unnecessary or when they can be avoided. 


Many inquiries concerning the addition of a new chemical to a food 
reflect a belief that the propriety of such addition depends chiefly upon 
whether or not the new substance in the amount proposed will render 
the resulting food harmful. It is sometimes difficult to explain that the 
problem is more basic; that the primary consideration is whether the 
proposed ingredient is a “poisonous or deleterious substance’ per se 
and not whether or not the food in which it is used may be harmful. In 
contrast to the “new drug” provision of the Federal Act, there is no 
requirement in the food sections for the submission of evidence to the 
Administration that a food ingredient is suitable. The stringent require- 
ments of the Act applicable to food, however, place a grave responsibility 
upon the user of any new food ingredient that he have such evidence 
available before commercial distribution to the consuming public is begun. 


In our opinion, the scientific work necessary to establish the safety 
of a food ingredient will in most cases be even more extensive than that 
necessary to support a new-drug application. In the case of a new drug, 
the proposed article will have limited use under certain prescribed condi- 
tions. An ingredient for a food, however, must meet a test of safety 
under a wide variety of conditions. Recognition must be given to the 
fact that a particular substance may be used in a wide variety of foods 
which are consumed in varying amounts by all classes of people in varying 
stages of health. From this it is quite apparent that evidence concerning 
the harmlessness of a food containing a new ingredient falls far short 
of answering the basic question as to whether it is a permissible food 
ingredient. 


Mixtures to Make Food by Addition of Water 


Turning to questions in a different field, one of the more frequent in- 
quiries we receive concerns the designation of a food mixture by a name 
which indicates that the article will make some common food by the addi- 
tion of water and cooking. Frequently one or more of the basic in- 
gredients of the named food is omitted from the manufacturing formula. 
The explanation is frequently offered that it is not commercially possible 
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to include certain ingredients-in the mixture. This explanation implies a 
mistaken assumption that consumers are cognizant of such commercial 
impracticabilities and will understand and excuse the omission of certain 
ingredients. Upon reflection, it must be apparent this is not necessarily 
so. Consumers take implied promises at face value. They are not 
necessarily familiar or concerned with commercial difficulties. The desig- 
nation of a product by names such as lemon pie filling, ice cream mix, 
or fudge mix, leads consumers to expect that all of the ingredients neces- 
sary to make the foods named in the designation are present in the pack- 
age with the exception of moisture. This is not a new concept on the part 
of the Administration, as is illustrated by the fact that a service and 
regulatory announcement issued May 17, 1921, with respect to lemon 
pie filling reads as follows: 

A product sold as lemon pie filling or under a designation indicating directly or 
indirectly that it is a lemon pie filling should contain a substantial proportion of egg 
yolk or whole egg with lemon juice, with or without lemon peel. It should not contain 


flour, starch, or other similar substances in excess of the amount necessary for proper 
thickening. 


The use in lemon pie filling of artificial yellow color, whether of coal tar or of 

vegetable origin, to conceal inferiority due to deficiency in egg or egg yolk is regarded 
as an adulteration, even though artificial color be declared on the label. 
The article described herein and understood by the housewife to be 
lemon pie filling is a far cry from artificially flavored and colored corn 
starch as was the case in a few so-called lemon pie fillings formerly en- 
countered. 


While this announcement is more than 27 years old, the principle 
involved is of even more significance today because the food industry has 
developed a wide variety of new food products, many of which require 
only the addition of water and cooking or merely heating in the home. 
The public has thus been conditioned to expect completeness in the 
commercial package. We do not regard the absence of legal standards 
for such products as a valid excuse for omitting important ingredients 
from such foods, nor do we believe that commercial unfeasibility justifies 
the use of an unwarranted designation. The solution of the problem is 
not, in our opinion, to name an article after a finished food with a supple- 
mental explanation that the purchaser must furnish important and fre- 
quently the more expensive food ingredients of the desired food. In a 
number of instances, either of two procedures has resulted in a satisfac- 
tory solution. Where practicable, the formula has been changed so as to 
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include all of the necessary ingredients and thus justify retention of 
the designation. In other cases, the article has been labeled as a mixture 
with an appropriate disclosure of ingredients in close proximity to this 
designation. Elsewhere on the label information is given as to how the 
mixture may be used with other ingredients to make one or more complete 
foods. 


Sanitary Requirements 


We are frequently asked for the sanitary requirements applicable 
to a particular type of food establishment. In reply we point out that the 
Federal law deems a product to be adulterated ‘‘if it has been prepared, 
packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious 
to health,”’ and that there are no specific sanitary requirements imposed 
by the Act, but that it condemns all practices which may lead to the 
production of filthy or otherwise contaminated food. To emphasize the 
importance of this feature of the law, we sometimes in our replies refer 
to the gravity with which the courts have rather uniformly viewed in- 
sanitary practices in food establishments. The wide variety of manufac- 
turing food establishments which are subject to Federal law makes it 
impossible to prescribe a set of regulations which would uniformly apply. 
Inspectors of the Administration who visit food plants uniformly discuss 
with complete frankness objectionable sanitary conditions which they 
encounter. 


Examination of Food Products 


Sometimes we are requested to examine a food product which a firm 
has developed so that we may express an opinion as to its compliance 
with the terms of the law. There is no legal authority for such examina- 
tions and the limitations of our laboratory facilities make it necessary to 
refrain from this sort of activity. Occasionally it is necessary, in order 
to reach a definite conclusion about a particular type of product, to have 
a sample for visual or other type of examination. When such is the 
case we will ask for the submission of a sample. 


Competitive Trade Complaints 


Some inquiries we receive reflect a misunderstanding of the pro- 
cedure which is authorized by the Federal law and our methods of 
enforcement. This is particularly true in the case of competitive trade 
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complaints. While the Administration welcomes information concern- 
ing suspected violations of the law regardless of source, we must point 
out in many of our replies that there is no specific procedure for the 
investigation of trade complaints. It is necessary that we evaluate the 
nature of the suspected violation and place it in its proper position in 
our plan of enforcement. It is probably well known that in order for 
the Administration to utilize its facilities most effectively it must deal 
with “first things first." This policy of enforcement requires a delay 
in regulatory attention to certain types of violations which may be 
from a competitive standpoint of substantial importance to the competing 
firms but which from the standpoint of consumer interest are of less 
importance than other regulatory problems. 


Information About Manufacture and Data on Chemical 
and Nutritional Values 


A very common type of inquiry, generally from consumers but not 
infrequently from manufacturers, is for information about methods of 
food manufacture or data on the chemical and nutritional values of many 
different types of foods. It has not been a statutory function of the 
Administration to summarize and make available detailed information 
concerning these matters. While we always try to be helpful in handling 
such inquiries, it is frequently necessary to refer such questions to other 
governmental agencies or to reference books which are available in public 
libraries and similar places. 

Delays in Replies 

Inevitably, delays in our replies to some inquiries sometimes occur. 
This is not due to any indifference toward the problems of correspond- 
ents. Delays are occasioned in part by the volume of correspondence 
and the time involved merely in its mechanical handling. Sometimes, 
however, an inquiry deals with a subject which does not lend itself to an 
immediate reply but which requires reference to technical experts and 
not infrequently discussion among various individuals in the Admin- 
istration to reach a conclusion which is representative of the best thinking 
on the part of the Food and Drug Administration. Sometimes delays 
occur because those most informed on the particular matter are engaged 
in important regulatory work which must take precedence over advisory 
functions, however much we desire to extend the courtesy of a prompt 
and, we always hope, constructive reply. [The End] 
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of 1938 sought to include in that law all the worthy features of 

the Food and Drug Act of 1906 and to amplify and extend its 
provisions to cover abuses of consumer health and welfare which the old 
law did not forbid. 


sk SPONSORS of the Federal Food, Drug, and Cosmetic Act 


The Act of 1906 did not contain all the provisions which Dr. 
Harvey W. Wiley, popularly known as the father of the law, sought to 
have included. As Chief of the Bureau of Chemistry of the Department 
of Agriculture, the agency designated for the enforcement of the law, 
Dr. Wiley recognized the need for additional provisions. His recom- 
mendations for the enactment of amendments were made to the Congress 
from time to time by the Secretary of Agriculture. These recommenda- 
tions were repeated and amplified in the annual report of the Bureau of 
Chemistry for 1917, in which were summarized the accomplishments of 
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the first ten years of enforcement. Dr. Carl L. Alsberg, then Chief of the 
Bureau of Chemistry, wrote: 


While the accomplishments of the Food and Drugs Act have been considerable, it 
must be admitted that it has its serious limitations. Especially conspicuous ones are 
the lack of legal standards for foods, of authority to inspect warehouses, and of any 
restriction whatever upon the use of many of the most virulent poisons in drugs; the 
limitations placed upon the term “drug” by definition which render it difficult to control 
injurious cosmetics, fraudulent mechanical devices used for therapeutic purposes, as well 
as fraudulent remedies for obesity and leanness; the limitation of dangerous adulterants 
to those that are added so that the interstate shipment of a food that naturally contains 
a virulent poison is unrestricted. Furthermore, the law fails to take cognizance of 
fraudulent statements covering foods or drugs which are not in or upon the food or drug 
package. Greater flexibility to prescribe the disposition of imports is also desirable. 
The Secretary of Agriculture has at one time or another recommended legislation to 
fill most of these gaps in the law. It should also be noted that at present there is no 
Federal law which prohibits unregistered or unlicensed persons from sending into inter- 
state commerce medicinal agents, poisons, and the like, although they cannot be sold 
locally by them nor indiscriminately even by registered or licensed pharmacists or 
physicians. 


Recommendations for Revision of the Food and Drug Act 


These recommendations received no effective legislative support. 
The public was not aware of the increasing hazards in its food and drugs 
supply resulting from the development of new products and the applica- 
tion of new processes. In the latter 1920's, however, several sensational 
articles and books were published seriously questioning the adequacy of 
consumer protection under existing law. In his annual report for 1931, 
Mr. Walter G. Campbell, Chief of the Food and Drug Administration, 
renewed strongly the recommendations for revision of the statute. He 
urged the repeal of the so-called distinctive name proviso, under which 
spurious food products could escape all regulation if sold under a distinc- 
tive name. He recommended greater penalties because some violators 
regarded the small fines prescribed by the statute as in the nature of 
license fees for an illegitimate business. He asked for definitions and 
standards for food, for a prohibition against slack-filled and deceptive 
packages, and for modification of the so-called variation clause of the 
drug section, under which Pharmacopoeial and Formulary products 
could escape compliance with prescribed standards. 


Enactment of Revised Legislation 


It was not until 1933 that Mr. Campbell could report the introduc- 
tion of legislation which included his recommendations and those of his 


Page 426 Food Drug Cosmetic Law Quarterly—September, 1948 


Es halt ira 


“ile. 








predecessors. In June of that year, Senator Royal S. Copeland intro- 
duced a bill designated as S. 1944, which had been drawn up in the 
Department of Agriculture to replace the outworn law of 1906. This 
was the bill which, through many trials, tribulations, and modifications, 
eventually became the Food, Drug, and Cosmetic Act of 1938. 


The enactment of the revised legislation, badly as it was needed, 
was not an easy task. The inadequacies of the old law were responsible 
for the establishment and substantial growth of a number of enterprises 
which depended for their very existence upon deception of the consum- 
ing public. While the legitimate food and drug industries supported the 
enactment of a measure to strengthen the old law and made many contri- 
butions of great value, their efforts, as well as the efforts of enforcement 
officials and consumer organizations, were almost overwhelmed by the 
furious denunciations of those who preferred to weaken rather than 
strengthen the existing law. 


Despite the heroic efforts of Senator Copeland, the bill which 
passed the Senate in May 1935 carried a number of amendments calcu- 
lated to impair consumer interests. Most of these amendments had been 
sponsored by groups of nostrum manufacturers who foresaw in the 
passage of the measure the end of their particular rackets. 


The bill was taken up for hearings in the House of Representatives 
before a subcommittee headed by Representative Virgil Chapman. This 
subcommittee, and particularly its chairman, showed a determination to 
get at the facts. Through the use of searching questions, skilfully as a 
surgeon wields a scalpel, Mr. Chapman laid bare the mendacity and 
greed and disregard of public welfare which characterized much of the 
opposition to the measure. Exposure of these motives began to turn the 


tide of opposition. 


During the remaining years before the bill was finally enacted, there 
was increasing agreement on the need for improving the law. While 
much time was taken in modifying the bill for final passage, the develop- 
ments of this period were mostly constructive. Mr. Middleton Beaman 
and Mr. Allan H. Perley, Legislative Counsel of the House of Repre- 
sentatives, effectively solved a number of extremely difficult and intricate 
legal problems in framing the bill. 
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Nevertheless, both the Senate and House versions of the bill, as 
passed by their respective branches of the Congress, contained many 
bad provisions. Fortunately, the bad provisions in each bill were 
matched in almost all instances with good provisions in the corresponding 
parts of the other bill. Senator Copeland was chairman of the conference 
committee that was appointed to iron out the differences between the 
Senate and the House. Aided and abetted by his assistant, Mr. Ole 
Salthe, the Senator persuaded the conferees to accept the strong provi- 
sions of each bill and discard the weak. The bill thus pieced together 
and enacted stands as a worthy monument to the memory of Senator 
Copeland, who died before the enrolled bill was approved by the 
President. 


Better Provisions Subject to More Effective Enforcement 


With but few exceptions, the observation is justified that the provi- 
sions of the revised law are better and can be more effectively enforced 
than the companion provisions that were included in the original draft 
introduced in 1933. Only one major loss was sustained by the bill as 
finally enacted—the provisions for advertising control were split off from 
it and were enacted as a part of the Federal Trade Commission law. 
But it contained practically every provision that had been recommended 
in Dr. Alsberg’s report of 1917 and Mr. Campbell's of 1931. A number 
of additional provisions were included which made the law even better 
than the original suggestions. 


It is not feasible in the course of this paper to trace all of the 
improvements over the old law. I shall attempt to list only a few of the 
newer provisions which have had a profound effect in preserving 
the integrity of the regulated commodities. Cosmetics and therapeutic 
devices, and drugs intended to affect structure or function of the body, 
were for the first time subjected to regulation. Drugs dangerous to health 
when used in accordance with directions were outlawed. New and 
untried drugs were banned from the market until they had been suffi- 
ciently tested to demonstrate their safety for use. The provision of the 
old law was dropped that required proof of fraud in addition to falsity in 
proceedings against therapeutic claims in the labeling of nostrums. 
Drugs sold for self-medication were required to bear adequate directions 
for use and warnings against probable misuse. 
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The unnecessary addition of poisons to food was forbidden, and 
provision was made for the establishment of tolerances for necessary 
poisons such as insecticidal sprays, so limiting the residues as to protect 
public health. The new law defined a food as adulterated if it had been 
prepared, packed, or held under insanitary conditions whereby it may 
have become contaminated with filth or rendered injurious to health. It 
authorized the prescription of definitions and standards of identity, 
standards of quality, and standards of fill of container for foods. It 
required that nonstandardized foods be labeled with a statement of all 
ingredients used. 

Substantially increased penalties were provided, and the new 
weapon of injunction was included. Authority was prescribed to make 
factory inspections and to facilitate the obtaining of records showing 
interstate shipment. And most important of all, from the standpoint of 
cementing cooperative operations among Federal, state, and local en- 
forcement officials, was the provision forbidding acts resulting in the 
misbranding of foods, drugs, devices, and cosmetics while they are being 
held for sale after shipment in interstate commerce. 


Evolution Through Court Interpretations 


The evolutionary progress of a law begins in legislative proposals 
and continues in the legislative branch until enactment. Further evolu- 
tion follows through administrative applications and court interpreta- 
tions. With one important exception, which we shall consider later, the 
courts have dealt sympathetically and effectively with the Federal Food, 
Drug, and Cosmetic Act. Any misgivings as to the attitude of the courts 
that may have been felt when the law was enacted began to be dispelled 
with the first case that reached the United States Supreme Court. This 
was the Farina case—Federal Security Administrator v. The Quaker 
Oats Co. (318 U. S. 218)—in which the validity of definitions and 
standards of identity for farina and enriched farina was attacked. As 
you know, the law defines a food as misbranded if it purports to be or is 
represented as one for which a standard of identity is prescribed, and it 
fails to conform to the standard. There was much concern as to whether 
ingredients other than those prescribed by a standard could be used if 
departure from the standard was announced on the label. We had 
become accustomed to think of standards in terms of the advisory stand- 
ards issued under the Act of 1906, which had no legal effect. The gov- 
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ernment could not plead a mere variation from these standards in support 
of a case. It was necessary, in order to establish violation, for the gov- 
ernment to introduce testimony showing that an undeclared variation 
was one not expected by consumers and that good trade practice did not 
sanction the variation. But the Supreme Court's decision in the Farina 
case made it clear that definitions and standards of identity under the 
new law must be fully observed and that variation was not legalized 
simply by label declaration. It became apparent that the new standards 
have a broader sweep than merely to insure informative labeling, which 
is effectively done by some other provisions of the statute, or merely to 
implement the provisions against economic cheats. The Court said that 
the purpose of identity standards was ‘‘not confined to a requirement of 
truthful and informative labeling” but it was to ‘‘reflect a recognition by 
Congress of the inability of consumers in some cases to determine, solely 
on the basis of informative labeling, the relative merits of a variety of 
products superficially resembling each other.” 

The liberal character of court interpretations of the new law was 
further forecast in the second case which reached the United States 
Supreme Court. In United States v. Joseph H. Dotterweich (320 U. S. 
277), the Court said: 


* * * The Food and Drugs Act of 1906 was an exertion by Congress of its power to 
keep impure and adulterated food and drugs out of the channels of commerce. By the 
Act of 1938, Congress extended the range of its control over illicit and noxious articles 
and stiffened the penalties for disobedience. The purposes of this legislation thus touch 
phases of the lives and health of people which, in the circumstances of modern indus- 
trialism, are largely beyond self-protection. Regard for these purposes should infuse 
construction of the legislation if it is to be treated as a working instrument of govern- 
ment and not merely as a collection of English words. * * * 


The next decision—United States v. Walsh (67 S. Ct. 1283) —by 
the highest court was in pattern. In that case the defendant in a criminal 
prosecution had given a guaranty that a product sold to a person in the 
same state complied with the Federal law. The Act makes the giving of 
a false guaranty a criminal offense and does not specify that the guaran- 
teed product shall have moved in interstate commerce. There was no 
evidence in this case that the guaranteed goods had actually moved in 
interstate commerce. The Supreme Court held that the prosecution was 
valid even though the action alleged was purely an intrastate one; that 
the guaranteeing of goods as suitable for interstate shipment had suf- 
ficient relation to interstate commerce to come within the regulatory 
power of Congress. 
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The most important and far-reaching decision under the law which 
has yet been handed down by the highest court is the Sullivan case— 
United States v. Sullivan (68 S. Ct. 331, 335, (1948) )—[CCH Food 
Drug Cosmetic Law Reports { 7076; 3 Food Drug Cosmetic Law Quar- 
terly (1948) 131]. That involved the misbranding by a druggist of 
sulfathiazole tablets which had originated in interstate commerce but 
which had been purchased by the druggist from an establishment within 
the state. The misbranding was accomplished by simply pouring the 
tablets out of the properly labeled interstate package into a box which 
bore merely the word “Sulfathiazole’’ and did not contain the directions 
for use, warnings, and other information required by the misbranding 
provisions of the statute. The repackaged tablets were sold over the 
counter without prescription. Violation by the druggist was charged of 
Section 301(k) of the Act, which makes it a criminal offense to do any- 
thing to an article which results in its misbranding while it is being held 
for sale after shipment in interstate commerce. The lower court (67 F. 
Supp. 192 (M. D. Ga., 1946) ) convicted the druggist, but the Circuit 
Court of Appeals (161 F. (2d) 629 (1947) ) reversed the conviction. In 
reversing the Circuit Court of Appeals and affirming the conviction the 
Supreme Court said: 


* * * But the language used by Congress broadly and unqualifiedly prohibits mis- 
branding articles held for sale after shipment in interstate commerce, without regard to 
how long after the shipment the misbranding occurred, how many intrastate sales had 
intervened, or who had received the articles at the end of the interstate shipment. ** * 

* * * Given the meaning that we have found the literal language of Section 
301(k) to have, it is thoroughly consistent with the general aims and purposes of the 
Act. For the Act as a whole was designed primarily to protect consumers from danger- 
ous products. This Court so recognized in United States v. Dotterweich, 320 U. S. 277, 
282, after reviewing the House and Senate Committee Reports on the bill that became 
law. Its purpose was to safeguard the consumer by applying the Act to articles from 
the moment of their introduction into interstate commerce all the way to the moment of 
their delivery to the ultimate consumer. * * * 


The sweep thus given by the Supreme Court to the regulatory power 
under the Federal law overlaps a wide area which is also properly regu- 
lated under state and local laws. We do not think that there is any basis 
for concern that the Federal government is assuming obligations that 
should be reserved exclusively to state and local agencies. The problem 
of consumer protection, particularly in the distribution of potent drugs 
and contaminated foods from intestate sources, is of such great impor- 
tance to public health and welfare that the combined resources of all 
agencies are all too small. We see in this decision, therefore, a mandate 
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for the maintenance of even closer cooperative relationship and an even 
greater degree of teamwork between Federal, state, and local agencies 
than we have ever had. It is only through such teamwork that the facili- 
ties available to all the agencies concerned can be utilized to the maximum 
of effectiveness which consumer protection demands. 


Keeping the Law Abreast of Developing Consumer Needs 


The food, drug, and cosmetic industries do not remain static. Con- 
tinual changes are occurring through technical developments, new dis- 
coveries, and shifting consumer preferences. To keep abreast of the 
problems that arise from such changes requires frequent amendment to 
the law. Not long after the 1938 Act became effective, basic patents 
covering the production of insulin expired, and the system of patent 
licensing under which the integrity of insulin had been controlled could 
not be longer imposed. The vital importance of insulin and insulin prod- 
ucts to that substantial part of the population suffering from diabetes 
mellitus necessitated assumption by the government of the controls previ- 
ously exercised under the patent. The Congress enacted in record time 
an amendment to the law providing for the certification of insulin and 
insulin products and prohibiting interstate traffic in those which are not 
certified. 

This amendment formed the pattern for additional amendments in 
1945 and 1947 providing for the certification of penicillin and strepto- 
mycin and their products. The vital importance of these two drugs in 
cases of serious illness where lack of potency or other fault might mean 
the difference between life and death of the patient, and the difficulties 
inherent in the manufacture and assay of drugs produced by biological 
processes, made governmental certification necessary. 

A further amendment became necessary because of the decision of 
the Ninth Circuit Court of Appeals in the Phelps-Dodge case—United 
States v. Phelps-Dodge Mercantile Co., 157 F. (2d) 453, (CCA-9; 
1946)—[CCH Food Drug Cosmetic Law Reports { 7023], which the 
Supreme Court refused to review (330 U. S. 818), holding that the law 
did not provide for the seizure of articles which became adulterated or 
misbranded after the interstate journey had ended. This decision re- 
vealed an unexpected weakness in the law, since it had previously been 
believed that the authority to seize went even further than under the 
Act of 1906, which authorized seizure of articles which became adulter- 
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ated or misbranded after interstate shipment, so long as they remained 
unloaded, unsold, or in original unbroken packages. The amendment 
recommended to the Congress was patterned after the provision that was 
interpreted by the Supreme Court in the Sullivan case. It expands the 
seizure section to include articles which have become adulterated or mis- 
branded while being held for sale after shipment in interstate commerce. 
It also expands Section 301(k), the provision involved in the Sullivan 
case, by making acts which result in adulteration of articles held for sale 
after shipment in interstate commerce subject to the penalties originally 
prescribed only for acts which result in misbranding. 

The bill was introduced by Representative William J. Miller of 
Connecticut and was reported favorably by the House Committee on 
Interstate and Foreign Commerce on July 8, 1947. It failed of passage 
before the Congress adjourned in late July because, when it came up on 
calendar call, an objection was registered on behalf of certain Indiana 
tomato canners who are interested in obtaining amendments to the law 
to make it less effective in proceedings against food products on allega- 
tions of filth and decomposition. 

Prompt action was taken when Congress reconvened in January, 
and on the thirteenth of that month the bill passed the House without 
objection. Before Senate hearings were held, however, certain flour 
millers in the southwestern area who had not heeded warnings through 
seizures, citations, and factory inspections to eliminate rodent and insect 
infestation, and had subsequently been prosecuted and fined in the Fed- 
eral courts, began a drive to tack an amendment onto the Miller bill to 
restrict criminal prosecutions to those cases only where the government 
could prove willfulness or gross negligence in the violation. 


When the hearings were held on April 17 before a subcommittee of 
the Senate Committee on Interstate and Foreign Commerce under the 
chairmanship of Senator Capehart of Indiana, three of these millers 
appeared and urged their amendment. They stated their approval of the 
Miller bill but contended that the law was too strict in its prohibitions 
against filth and decomposition. Nevertheless, the principal sponsor of 
this idea, Mr. E. W. Morrison of Denton, Texas, when asked by Senator 
McMahon whether his objection was because of the hardship of compli- 
ance in his business, replied, ‘No, it isn't the hardship of compliance.” 
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Representatives of a large group of millers from the northwest area 
appeared and supported the Miller bill without qualification. They made 
obvious their lack of sympathy for the Morrisen proposal. 

The Senate committee, on April 30, reported the Miller bill favor- 
ably without change. Of the amendment urged by the group of south- 
western millers, the report remarks that “your committee recommends 
that new or additional amendments which are not germane to this legis- 
lation be handled as separate bills in order that the public and the regu- 
lated industries may have an opportunity thoroughly to appraise them.” 

This report of the Senate committee served only to redouble the 
efforts of Mr. Morrison and his group. All members of the Senate and 
many of the House were deluged with communications urging the adop- 
tion of the weakening amendment. When the bill first came up for 
action on the Senate floor, Senator Moore of Oklahoma and other Sena- 
tors objected. It came up again on June 1. The amendment urged by 
the Morrison group of millers was offered by Senator Moore and adopted 
despite the efforts of Senator McMahon and others. However, action 
on the amended bill was not taken until June 15, when the Senate 
passed it. 

As this paper is delivered the bill is in the hands of a conference 
committee between the House and Senate. It is our hope that the com- 
mittee will eliminate the Moore amendment before the bill is submitted 
to the President.’ 

It is our view that the Moore amendment would more than offset the 
value of the Miller bill, great as that is in the results it would achieve in 
the protection of public health and welfare. Our experience with the 
requirement for proof of intent in the Sherley Amendment covering pat- 
ent medicines, under the Food and Drug Act of 1906, convinces us that 
the Moore amendment would effectively emasculate the criminal provi- 
sions of the statute. While seizure and injunctions are valuable enforce- 
ment weapons, they simply do not have the deterrent effect of the criminal 
section of the law, which we believe prevents the manufacture and ship- 
ment of vast quantities of adulterated and misbranded articles that would 
occur in the absence of an effective criminal provision. 




























ate immediately. and by the House on the 
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livered on June 17 the conference com- following day. This bill became law when 
mittee reported that the Senate conferees it was signed by the President on June 
receded from the Moore amendment. The 24, 1948. 





conference report was adopted by the Sen- 
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It was perhaps too much to expect that legislation like this could be 
passed without complications of the kind introduced by the southwestern 
millers. That the bill was reported unanimously by the House Committee 
on Interstate and Foreign Commerce, was passed unanimously by the 
House of Representatives, and was reported unanimously by the Senate 
Committee on Interstate and Foreign Commerce is largely a tribute to 
the resolution adopted by this Association at its Carlsbad meeting last 
year in support of the measure. The only serious question raised about 
the bill, until the Morrison development occurred, was the question as to 
whether it might not constitute an invasion of areas more properly con- 
trolled by state and local governments. The resolution was a complete 
and effective answer to this. 

The number of amendments that have been passed since 1938 
encourage the belief that the public and the regulated industries are suf- 
ficiently interested in effective food and drug legislation to keep existing 
laws abreast of developing needs of consumer protection. It is devoutly 
to be hoped that protracted legislative inaction will not again occur and 
result in the need for general and drastic revision of the kind with which 
we were faced in 1933. Most of the fringe of nostrum makers and others 
producing illegitimate products that could not be reached under the Act 
of 1906 have disappeared as a result of the 1938 revision. The food, 
drug, and cosmetic industries generally support food and drug legisla- 
tion. They recognize they can live and prosper better under an effective 
law fairly administered than if no law regulating their products existed. 
At ceremonies celebrating the fortieth anniversary of Federal food and 
drug legislation, many testimonials to the value of the law to industry 
were voiced by manufacturers of foods, drugs, and cosmetics. Among 
these was the statement of Mr. Clarence Francis, Chairman of the Board 
of the General Foods Corporation: 


All honor, therefore, to this law which made it possible for the honest and sub- 
stantial manufacturer to throw his capital, his guaranty, his resources and his researches 
back of a constantly expanding system of food production and distribution; which in 
turn gave the consumer a constantly wider variety of constantly better foods at a 
constantly lower cost; and which made so material a contribution to the nation's 
economic progress, to employment and better living standards for all. 

This recognition by the regulated industries of the value of food and 
drug legislation indicates that sound revisions of existing law when 


needed for consumer protection can be obtained. May we hope that not 
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only the Federal law but state and local laws can be unified and kept 
abreast of the increasingly complex requirements for protecting the health 
and welfare of the public in its supplies of foods, drugs, and cosmetics. 


[The End] 
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PROTECTION OF THE MILK SUPPLY 


The milk supply of over 34,000,000 Amer- 
icans is now protected through a model milk 
ordinance recommended by the Public Health 
Service, announced Federal Security Admin- 
istrator Oscar R. Ewing in releasing a compila- 
tion of 1946 disease outbreaks conveyed through 
milk and milk products. 


The 1946 compilation shows 12 disease out- 
breaks traceable to milk and milk products. 
Eleven of these were caused by the use of raw 
milk. The twelfth outbreak was due to the 
accidental contamination of pasteurized milk by 
a chemical poison. Six additional disease out- 
breaks possibly conveyed through milk have 
beén reported. 


The Public Health Service, through its 
Sanitary Engineering Division, maintains a con- 
sultative service to state and other Federal 
agencies. This service includes advice on tech- 
nical and administrative problems, in-service 
training of state and local milk and food sani- 
tarians, surveys for the evaluation of local pro- 
grams, and demonstration courses for milk and 
food handlers. 


‘As a result of such cooperative efforts and 
the adoption of the milk ordinance,” Mr. Ewing 
said, ‘outbreaks of disease traced to milk and 
milk products have declined steadily during re- 
cent years.’ Federal Security Agency Release 
410, August 22, 1948. 
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What the Food, Drug, and Cosmetic Act 


Has Meant to the Public 


By OLE SALTHE 


ALTHOUGH THE BENEFITS TO THE PUBLIC ARE SPECIFIC, IT 
MUST LEARN MORE OF THE IMPORTANCE, NEED, AND VALUE 
RATHER THAN THE DANGERS OF FOODS, DRUGS, AND COSMETICS 





This article was presented before the Fifty-second Annual Confer- 
ence of the Association of Food and Drug Officials of the United States 
at Portland, Maine, on June 17, 1948. 


HE FEDERAL FOOD, DRUG, AND COSMETIC ACT was 
enacted by Congress to prevent the adulteration and misbrand- 
ing of food, drugs, devices, and cosmetics for the purposes of 
safeguarding the public health and preventing deceit upon the purchas- 
ing public. In appraising what this law has meant to the public, you 
have to look at the record of its enforcement and compliance. 


In an address at the annual meeting of the American Chemical 
Society held recently in Chicago, Dr. Paul B. Dunbar, Commissioner 
of Food and Drugs, said [3 Food Drug Cosmetic Law Quarterly 
(1948) 165]: 


Food, drugs, and cosmetics are purer, safer, and more honestly labeled because 
of the constructive efforts of the government and industry together to make them so, 
and because we have the backing of Congress and the courts in making this law 
a strong, working instrument for consumer protection. 


Evaluating the Specific Benefits to the Public 


In evaluating the specific benefits of this law to the public, a high 
priority must be given to the provision of this law which provides for 
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the certification by the Food and Drug Administration of such impor- 
tant and valuable drugs as insulin, penicillin, and streptomycin. All 
three of these drugs require rigid production control so that their potency 
and purity may be guaranteed. There can be no question of doubt 
but that the guarantees provided by this law for these spectacular drugs 
have been of immeasurable value to the public. 


Another provision which merits a high priority in its benefits to 
the public is the one which has made possible the removal from the 
market of dangerous therapeutic devices for which benefits of all kinds, 
ranging from asthma to varicose veins, were claimed. One of the first 
injunctions obtained under this law was one restraining the shipment 
of an electric belt for which benefits in the treatment of 57 different 
diseases were claimed. 


The new drug section, which requires the establishment of safety 
for new drugs before they can be marketed, has also meant much to 
the public. Since the adoption of this law in 1938, almost 5,000 appli- 
cations have been made effective. Of these, ten per cent represent 
new therapeutic agents which both qualitatively and quantitatively far 
exceed those in any other decade in medical annals. 


The public has been benefited by the substantial progress that has 
been made in the improved sanitary methods of producing, manufac- 
turing, handling, and storing of foods. 

The establishment of legally binding food standards of identity, 


quality, and fill of container, which promote honesty and fair dealing 
in the interest of consumers, has been of material benefit to the public. 
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The removal from the market of dangerous chemicals, offered for 
use in foods as preservatives, antioxidants, emulsifiers, stabilizers, and 
the like, has been of great benefit to the public. Little was known of their 
toxicity when used over brief periods, and most of them had not been 
adequately tested to determine their possible adverse effects when con- 
sumed over a life span. 


The public has benefited by the removal from the market of danger- 
ous cosmetics. Cosmetics generally have been improved, and their label- 
ing has become more informative. 


The advances cited represent only a few instances by which the 
Federal Food, Drug, and Cosmetic Act and its administration have 
benefited the public. There are many more, but time does not permit 
the listing of them all. A comparison of the revised act and the Food 
and Drug Act of 1906 shows that the revision contains 36 new provi- 
sions which materially strengthened the old law for the benefit of 
the public. 


Education of the Public on the Importance and 
Value of Control 


Unfortunately, the public knows very little about the benefits that 
they receive from the food, drug, and cosmetic laws and their admin- 
istration. It is only when somebody is hurt that you hear from him, 
and then it is usually in the form of a complaint. Possibly this lack 
of interest is due in some degree to the fact that in the past, when this 
work was publicized, emphasis was given to the offender and the 
offense. This was more dramatic and attracted newspaper and journal 
space but did not enhance the knowledge of the public of the importance 
of food, drug, and cosmetic control to their health and happiness. Then 
there is also the question as to whether this type of publicity is fair 
to the major part of industry which is law-abiding. While offenders 
should not be spared the widest publicity, it is possible that a better 
appreciation by the public could be obtained if a program were inaug- 
urated where the emphasis was on the importance and value of food, 
drug, and cosmetic control to their health and happiness. 


In the discussion of “What the Food, Drug, and Cosmetic Act 
Has Meant to the Public,” I would be remiss in the handling of this 
subject if it were to appear that all the benefits were due entirely to the 
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Federal Food, Drug, and Cosmetic Act and its administration by 
the Food and Drug Administration. Government includes not only the 
Federal authorities, but also the state, county, and municipal authorities. 
Each of these groups on its own has an important part in the picture 
of protecting the public. No one group has an exclusive role. Like 
many of the nutrients of food, there exists an inter-relationship between 
these groups which makes each one essential to the other. For the 
public to receive the highest degree of benefits from the combined efforts 
of Federal, state, and municipal authorities, the regulations, procedures, 
and practices should be as uniform as is possible. This would make 
compliance much simpler, especially in the case of a food, drug, or 
cosmetic produced locally, and which is shipped in intrastate and inter- 
state commerce. Compliances with varying regulations are unneces- 
sarily difficult and costly. 


Problems of Administration of Food, Drug, and 
Cosmetic Laws 


In discussing the benefits which the public derives from food, drug, 
and cosmetic laws, mention must be made of the increasing problems 
of the administration of these laws. Take for instance the decisions 
of the Circuit Court and the Supreme Court on the Phelps-Dodge 
Mercantile Company case—United States v. Phelps Dodge Mercantile 
Co., 157 F. (2d) 453 (CCA-9; 1946), [CCH Food Drug Cosmetic 
Law Reports € 7023] certiorari denied, 330 U. S. 618. These decisions 
have invalidated the authority previously assumed to exist in the present 
law enacted in 1938, and which did exist under the Act of 1906. They 
have brought to an end a very important public service. Prior to these 
decisions, the Food and Drug Administration removed by seizure on 
the average of at least 20 tons a day, and approximately 10,000 tons 
annually of contaminated food which would otherwise have gone into 
human consumption. 


The other day the United States Senate approved without debate 
an amendment to the Miller Bill, which had been passed by the House 
of Representatives, and seeks to correct the conditions created by the 
Phelps-Dodge decision. A resolution adopted by the Food and Drug 
Officials of the United States played an important role in the approval 
of the Miller Bill in the House. The Senate amendment provides for 
proof of willful intent or gross negligence and will practically nullify the 
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enforcement of the Federal Food, Drug, and Cosmetic Act. It seems 
almost incredible that the United States Senate would approve an 
amendment without debate, which so seriously affects the health and 
happiness of all our people. On Tuesday of this week, June 15th, the 
Senate passed the Miller Bill, with this objectionable amendment. 
Fortunately, the bill now goes to conference, and it is doubtful that 
the House conferees will agree to the amendment. [After this paper 
was delivered, the Senate conferees receded from the Moore amendment. 
The bill became law on June 24, 1948.] 


The Phelps-Dodge decision has emphasized the large amount of 
contaminated foods seized daily and annually. These food products 
have been defiled by rodents, violated by insects, or otherwise subjected 
to filthy contamination. The figures quoted include only the seizures 
of the Food and Drug Administration. When you add the seizures 
of the state and municipalities, the total amount of contaminated foods 
seized becomes staggering. Aside from the health hazards of such 
contaminated food, it represents a tremendous waste, a large percentage 
of which could be avoided. This waste becomes more acute at this 
time, when there is serious doubt as to the adequacy of the world 
food supply. 


Another problem in the administration of these laws is that of 
obtaining adequate funds to do a good enforcement job. Generally 
speaking, the funds appropriated for the administration of the food, 
drug, and cosmetic laws are not adequate. While the funds allocated 
have been increased, they are not adequate to handle the increasing 
administration problems. This does not mean that conditions under — 
which food, drugs, and cosmetics are produced and handled have deteri- 
orated or that there is more adulteration or misbranding. But, as more 
information is obtained on foods, drugs, and cosmetics, and the scope 
of the laws is extended, the investigations have to be more searching 
and exhaustive, and the problems of enforcement become more com- 
plex. It is an unfortunate commentary, but the funds appropriated for 
this important work in some states and municipalities are so small that 
it is impossible to do a good job. 


Increased Expansion of Basic Research 
Another factor which is responsible for considerable benefit to the 
public is that the regulatory food and drug agencies and industry are 
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working together with mutual respect. Government does not hold 
exclusive rights to the protection of the public. Industry is equally 
concerned in the protection of the public and equally interested in public 
health. All industries affected by the food, drug, and cosmetic laws 
recognize to a greater degree their responsibility to the public. Concrete 
evidence of this is seen in the greater interest in and support of research. 
All these industries have strengthened and expanded their research 


programs. 


The drug industry, in addition to the expanded research programs 
in their individual companies, now supports the Therapeutic Research 
Foundation, the Vitamin Foundation, the American Foundation for 
Pharmaceutical Education, and several months ago the organization of 
the Pharmaceutical and Medical Foundation, dedicated to basic medical 
research to improve the public health, was announced. This organiza- 
tion is to be a joint project of the pharmaceutical industry and the 
American Medical Association. 


The cosmetic industry, through the Toilet Goods Association, is 
supporting an expanded and extensive research program at one of our 
leading universities. 


In the food industry, there are more than 500 laboratories in food 
factories engaged in research. The food industry also supports product 
research through organizations such as the American Meat Institute, 
the Baking Institute, the Cereal Institute, the Corn Industries Research 
Foundation, the National Canners Association, the National Dairy 
Council, and the Sugar Foundation. 


In 1942, leaders in the food industry, in recognition of their 
responsibility to the public, organized the Nutrition Foundation. The 
basic purpose of the Foundation is the development of a program of 
fundamental research and education in the science of nutrition. Dis- 
tinguished representatives of the public and science serve on the Board 
of Trustees, the governing body of the Foundation. The Foundation 
operates by financing basic research projects recommended by a Scien- 


tific Advisory Committee composed of 15 of the leading scientists in- 


the United States and Canada. Since its organization, over $3,000,000 
has been contributed by food and related manufacturers to the Nutrition 
Foundation, and the Foundation has made 158 grants-in-aid totalling 
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over $1,600,000 to 60 universities and medical centers in the United 
States and Canada. The Foundation is endeavoring to obtain basic 
information on the human requirements of each of the 40 or more essen- 
tial nutrients; how each nutrient functions inside the body; how each 
can be used to protect human and animal health; and how each can 
be measured accurately. 


The increased expansion of basic research by government and 
industry in the science of nutrition and the medical sciences will increase 
the benefits to the public, because of the additional fundamental knowl- 
edge of the need, value, effectiveness, relationship, and function of the 
ingredients of food, drugs, and cosmetics. 


The Part of Regulatory Control in the Food Picture 


History shows that food was an important factor in winning World 
War I and World War II. Food is now one of the chief factors in 
restoring peace to the world. Regulatory control has a most important 
part in this food picture because of its activities with respect to the 
safety, quality, and proper handling of foods. 


A great deal has been accomplished for the benefit of the public. 
But, as the science of nutrition develops and its relation to health is 
further established, and as the medical sciences develop, even greater 
benefits for the public are indicated in the future. Food, drug, and 
cosmetic regulatory control is no longer a policing job only. It is defi- 
nitely related to the advancement of the science of nutrition, the medical 


sciences, and education 


The foregoing forecasts the horizons that lie ahead, and presents 
a challenge to government and industry, which includes, with a high 
priority, the development of a program of education for statesmen, legis- 
lators, budget officials, the medical and allied professions, and the public 
where the emphasis is on the importance, need, and value, rather than 
the dangers, of food, drugs, and cosmetics to the health and happiness 
of the public. [The End] 
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STATE ENFORCEMENT OBSTACLES INCLUDE SHORTAGE OF FUNDS 
AND OBLIGATION TO OUT-OF-STATE MANUFACTURERS AND DEALERS 


The Effect of 
Uniform Legislation on State 
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This article was presented before the Fifty-second Annual Confer- 
ence of the Association of Food and Drug Officials of the United States 
at Portland, Maine, on June 17, 1948. 


control, let us first consider the underlying reasons for the enact- 

ment of any state food and drug legislation; the means placed at 
the disposal of state control officials for the purpose of enforcing such 
legislation; the problems usually encountered by enforcing officials, and 
the final effects of the ensuing control program on the industries involved 
and the general public. 


I DISCUSSING THE EFFECTS of uniform legislation on state 


The enactment of food and drug legislation is an attempt on the 
part of the state to protect the consuming public from product injury 
and the buying public from fraud and misrepresentation arising from 
the use of food and drugs. This seems, on the face of it, to be a simple 
problem, comparatively easy of solution. At first glance, it appears that 
all that would be essential would be to set up some broad principles 
which would define adulteration and misbranding and then compare 
samples of food and drugs with those definitions. If the article did 
not compare favorably with the yardstick provided, it would be adul- 
terated or misbranded, or possibly both. If it did comply, it would be 
satisfactory for general distribution. 


Sounds easy, doesn’t it? And, as a matter of fact, the early legis- 
lation of this type was predicated on this simplicity, if we may judge 


Page 444 Food Drug Cosmetic Law Quarterly—September, 1948 


Anan hala aE NT. 





ae 


T. E. SuLiivAn 


Director, Division of Food and Drugs 
Indiana State Board of Health 


by the fact that seldom, if ever, was money appropriated to set up 
laboratory facilities for testing samples or to provide adequately trained 
field personnel in sufficient numbers for enforcement. The question 
of making such legislation uniform, or even similar, to that enacted 
by other states was not even considered. Even at this late date, a 
review of state legislation discloses in many cases a mass of special 
laws, sometimes duplicating, sometimes overlapping and sometimes even 
contradicting one another. In some cases, part of the legislation is placed 
under the control of one department of state, and other legislation, 
affecting the very same industries, is placed under the jurisdiction of 
another department. 


Pitfalls and Obstacles Between Passage and Enforcement 
of Legislation 


Despite the apparent simplicity of the problem, it was soon learned, 
however, that between the passage of food and drug legislation and 
its effective enforcement, there lies a great no man’s land consisting 
of pitfalls which must be circumscribed, and obstacles which must be 
overcome, if the law is to accomplish the purpose for which it was 
designed. When the first food and drug legislation was enacted, this 
no man’s land was an uncharted wilderness to be explored by adventur- 
ous souls at their own peril. Although all such legislation had the same 
object in view, there were no guideposts to point the way, no precedents 
to follow, no fountain of knowledge which could be tapped in an 
emergency, so progress was necessarily slow and painful, with many 
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setbacks and discouragements. As time passed, however, this unknown 
wilderness was penetrated more and more deeply. Technological ad- | 
vances, legal precedents and more effective enforcement methods paved 

broad highways from legislation to enforcement which have resulted 

in increased protection for the consumer and his pocketbook, and have 

raised the quality of our food and drug products to a pre-eminent position 

in the world. 





Food and Drug Activities in Indiana 


Perhaps I can best illustrate the effect of uniform legislation on 
state control by telling you the story of food and drug activities in 
Indiana. The same experiences probably apply in most of the other 
states. Indiana bears the unique distinction of having passed the first 
comprehensive food and drug legislation in the United States in 1899. 
In that act, several basic principles were laid down and a number of 
definitions were given which have been incorporated in succeeding 
laws and survive to this day. The Federal Food and Drug Act of 
1906 incorporated many of its provisions and some sections are taken 
word for word from it. Of particular interest is the fact that the Indiana 
law of 1899 covered cosmetics. Section 1 of this Act appears as follows 
in the Indiana Acts of 1899, pages 189-190: 

Be it enacted by the General Assembly of the State of Indiana, That no person 
shall, within this State, manufacture for sale any drug or article of food which is 
adulterated within the meaning of the Act. The term drug, as used in this Act, shall 
include all medicine for internal or external use, antiseptics, disinfectants and COS- 


METICS. The term food, as used herein shall include confectionery, condiments 
and all articles used for food or drink by man. 


The Act defines adulteration as follows: 


An article shall be deemed to be adulterated within the meaning of this act 
(a) In case of drugs; 

(1) if when sold under or by a name recognized in the United States 
Pharmacopoeia, it differs from the standard of strength, quality or purity laid down 
therein, unless the order calls for an article inferior to such standard or unless such 
difference is made known or so appears to the purchaser at the time of such sale; 

(2) if when sold under or by a name not recognized in the United States 
Pharmacopoeia but which is found in some other pharmacopoeia or other standard 
work on materia medica, it differs materially from the standard of strength, quality 
or purity laid down in such work; 

(3) if its strength or purity falls below the proposed standard under which 
it is sold. 
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(b) In the case of food; 

(1) if any substance or substances have been mixed with it so as to reduce, 
or lower, or injuriously affect its quality or strength; 

(2) if any inferior or cheaper substance or substances have been substituted 
wholly or in part for it; 

(3) if any valuable constituent has been wholly or in part abstracted from it; 

(4) if it is an imitation of or sold under the name of another article; 

(5) if it consists wholly or in part of a diseased, decomposed, putrid or 
rotten animal or vegetable substance, whether manufactured or not, or in the case 
of milk, if it is the product of a diseased animal; 

(6) if it is colored, coated, polished or powdered, whereby damage is con- 
cealed, or whereby it is made to appear better or of greater value than it really is; 

(7) if it contains any added poisonous ingredient, or any ingredient which 
may render it injurious to the health of the person consuming it. 


The only mention of labeling in the Act concerned compounds or 
mixtures of food or drink which were exempted provided “That the 
same are not injurious to health, and are distinctly labeled as mixtures 
or compounds.” The State Board of Health was named as the enforc- 
ing agency and the Secretary of the State Board was made the State 
Food and Drug Inspector with all county, city, and town health offi- 
cers as deputy inspectors. 


In those days, the adulteration of liquor was considered a much 
more serious offense than was the adulteration of food or drugs, for 
the penal section of this Act provides, in part: 

Whoever fraudulently adulterates, for the purpose of sale, bread, or any other 
substance intended for food with any substance injurious to health, or knowingly 
barters, gives away, sells or has in his possession with intent to sell any substance 
injurious to health, shall be fined in any sum not exceeding $100, and the article so 
adulterated shall be forfeited and destroyed under the direction of the court. Whoever 
adulterates, for the purpose of sale, any liquor used or intended for drink, and 
whoever knowingly sells any such liquor so adulterated, shall be punished by a fine 
of not less than one hundred nor more than five hundred dollars, and the article so 
adulterated shall be forfeited and destroyed according to the order of the court. 


Apparently, it was easy enough to get the law through the legis- 
lature, but then the storm broke. Druggists, saloon keepers, butchers, 
grocers, barrel house operators, wholesalers, brokers, canners, packers, 
restaurant men and everyone else that had anything to do with foods 
or drugs, descended on the State Board of Health like a swarm of 
locusts. They demanded that Dr. Hurty, the Secretary of the State 
Board, immediately adopt their own standards, or that he forget their 
particular food—since it had enjoyed wide sale without complaint—or 
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that he tell them right now just what to do. Dr. Hurty, in desperation, 
said he didn't know there were so many different kinds of food until 
he began to set up rules for enforcement and standards to follow. 


The law went into effect at a time when the State Board of Health 
had no food laboratory and no appropriation with which to create one. 
Furthermore, the law provided that ‘““The State Board of Health shall 
enforce the laws of the State governing food and drug adulteration, 
and the State Health Officer shall be the State Inspector of food and 
drugs.” Since a State health officer was already on the job, the legis- 
lature evidently felt it unnecessary to appropriate any funds for the 
enforcement of the Act, except in a general way. It is interesting to 
note that in the appropriation and salary bill passed by the Assembly 
in 1899, the following provision was made: 


Appropriations. Item Eleven. For the salary of the Secretary of the State Board 
of Health, who is also State health officer and State food commissioner, twelve 
hundred dollars. * * * For all other expenses, such as office expenses, impure food, 
pollution of streams and preventing the spread of infectious and contagious diseases, 
the sum of six thousand dollars is allowed. Provided, That money for such expenses 
of the State Board of Health shall be drawn only upon specific itemized vouchers, 
signed by the president and secretary of the board. 


The Act was approved by the Governor on February 28, 1899, 
and by September 30 of the same year the State Board of Health had 
approved a set of 31 rules governing many of the items concerned. 
However, the record shows that at the next board meeting, which was 
held the following December, two of these rules were repealed or re- 
drafted, indicating that difficulty had been encountered in enforcement. 


The rules adopted governed milk, butter, margarine, cheese, coffee, 
candy, flour, cider, honey, jellies, vinegar, wines, brandy, whiskey, olive 
oil, spices, tea, lard, molasses and a variety of canned and bottled goods. 
When you consider the amount of work and research that goes into the 
making of food standards today, you can imagine how primitive the 
early rules were in comparison when it is realized that all these rules 
were passed and adopted in about six months’ time. 


Although attempts were made in 1901 and 1903 to secure suffi- 
cient appropriations to establish a food and drug laboratory, it was 
not until 1905 that such funds were obtained and a chemist employed 
to carry out the analyses of samples submitted by local health officers. 


Page 448 Food Drug Cosmetic Law Quarterly—September, 1948 


Seren ths 


x abhi 


U: 








5 ese snecnemiedie its “Me 





An account of the difficulties encountered during this period would be 
too lengthy to detail here. Suffice it to say that, despite obstacles, both 
natural and man-made, a great deal of progress was made. Probably 
the principal lesson learned was the realization that much remained 
to be done before effective enforcement could be achieved. In 1906, 
the Federal Food and Drug Act was passed by Congress. This law, 
known as the Wiley Pure Food Bill, was the first Federal legislation 
on the subject. As I mentioned before, a number of the provisions of 
this act were similar to the Indiana Act of 1899 and several of the 
passages read word for word with it. Nevertheless, it was much more 
comprehensive than the Indiana Act. 


The superiority of the Federal Act was recognized almost imme- 
diately in Indiana and the very next year the legislature enacted what 
became known as the Pure Food and Drug law of 1907. This act was 
uniform with the Federal Act in its essential definitions of adultera- 
tions and misbranding. Section 6 of the act exempted dealers who 
could produce a guarantee signed by any person in the United States 
that the food or drug, in the original unbroken package as received 
by the dealer, was not adulterated or misbranded within the meaning 
of the Indiana Act or “within the meaning of the food and drugs act, 
enacted by the Senate and House of Representatives of the United 
States of America in Congress assembled June 30, 1906." This, ap- 
parently, was Indiana's first attempt at uniform legislation and there 
can be little doubt it was brought about by the lessons learned during 
the first few years of the enforcement of the 1899 Act. Nevertheless, 
it is significant to note that Indiana did not have any seizure powers 
against adulterated and misbranded food until the legislature passed an 
act providing for the seizure of adulterated food in 1927. 


When the present Federal Food, Drug, and Cosmetic Act was 
passed in 1938, Indiana made preparations for revising its own food 
and drug law, and in 1939 the legislature passed the Uniform Food, 
Drug, and Cosmetic Act which, with the exception of a few sections, 
is uniform with the Federal Act. The principal differences between 
the two acts involve the Emergency Permit Control section of the Fed- 
eral Act, which is not included in the Indiana Act, and the fact that 
the Indiana Act authorized the immediate embargo of “food, drugs, 
devices and cosmetics which are, or are suspected of being, adulterated 
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or so misbranded as to be fraudulent.’ This last provision has been most 
helpful in enforcing the act both from a state and a Federal standpoint. 
Federal inspectors are not authorized to make seizures on the spot re- 
gardless of how dangerous the product may be. In such cases, Indiana 
authorities are contacted and a state embargo placed against the goods 
until the United States Marshal can effect seizure, or until the Food 
and Drug Administration decides it does not have jurisdiction, in which 
case Indiana proceeds under its own law, if such is indicated. 


Obstacles to Enforcement of State Food and Drug Laws 


Now, I have discussed at some length the history of Indiana food 
and drug legislation to point out the following observations. Food and 
drug enforcement from the state level always has, and probably always 
will, have certain obstacles to overcome. First, there will always be 
a shortage of funds for enforcement. Therefore, any moneys appro- 
priated should be used to the best advantage by employing qualified 
personnel to do the field work and laboratory analyses, without having 
to use portions of it for setting up independent standards and new 
and untried methods of enforcement and administrative procedures. 
Much of this work has already been done on a Federal level and can 
be used by states if their laws are uniform with the Federal Act. 


Second, state enforcement officials will always encounter the prob- 
lem of legal interpretation of their acts in local courts. The judges 
of these courts and the prosecuting attorneys who must represent food 
and drug officials, are elected every two or four years. Food and 
drug laws are strange and unfamiliar to them and it is difficult for many 
of them to grasp the significance of violations presented. Furthermore. 
it is a well-known fact that judges are prone to rely on precedents and 
interpretations laid down by other courts, especially higher courts. If 
state food and drug laws are uniform with Federal legislation, state and 
county judges can and do use Federal court interpretations in deciding 
state cases. This is especially true if state legislation specifies, as the 
Indiana Act does, that the state legislation is to be interpreted and 
enforced uniformly with the Federal Act. 


Third, it is difficult and sometimes impossible for state enforcement 
authorities to provide expert testimony in presenting cases. It is also 
at times difficult for state chemists to be sure that the technique used 
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to analyze a particular sample has given satisfactory results. Even when 
every effort is made to follow official methods carefully, our food and 
drug chemists occasionally come up with some confusing or questionable 
results. When uniform legislation is being enforced, the facilities and 
assistance of the United States Food and Drug Administration are 
always available. I know that in Indiana, at least, we have never called 
upon the Administration for help or assistance that it has not been 
forthcoming. I would like to take this opportunity to publicly acknowl- 
edge this assistance and to thank the Administration for it. It has been 
of very material help to us and has been a big factor in any improvement 
which has been made in our state during the past several years. 


Fourth, food and drug legislation, although designed to protect the 
consumer and to promote fair dealing, also has an obligation with respect 
to the manufacturer, wholesaler, repackager and dealer in these com- 
modities. A New York manufacturer whose products meet New York 
state requirements has every reason to expect that his product will be 
accepted in any of the other states and in interstate commerce. This 
is only fair and just. But it will not be the case if states have varying 
requirements and restrictions which act as trade barriers between states. 
In Indiana, we receive from out-of-state manufacturers and wholesale 
distributors of foods, drugs, devices and cosmetics, many requests for 
information regarding state regulations which may have to do with their 
products. Since we have uniform legislation, we tell them that if their 
products meet the requirements of the Federal Act, they will auto- 
matically meet Indiana requirement. Similarly, we can tell Indiana 
manufacturers and wholesalers that their products will probably comply 
with the Federal Act if they meet the requirements of the Indiana Act. 
We are occasionally forced to warn them, however, that they may have 
to register or take out a permit or pay a license fee or meet other 
varying requirements in certain other states and advise them to get 
in touch with responsible officials in those states. 


Cooperation Between Federal and State Agencies 


Finally, uniform legislation has made it possible to coordinate our 


enforcement efforts with those of the Food and Drug Administration 
Frequent planning meetings are held between our groups and our 
total efforts are directed in such a manner that our field forces supplement 
each other. For example, Indiana is a large producer of tomato products. 
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There are more than 200 tomato canneries in the state. It would be diffi- 
cult for our force alone to police this industry during the height of the 
pack without diverting all of our forces for a three month period. It 
would also be difficult for the Administration to do an effective job 
without diverting large portions of its manpower. In order to eliminate 
this duplication and to cover the field as intensively as possible, a plan- 
ning meeting is held before the season, and a definite schedule is worked 
out which has resulted in very extensive coverage of this industry. 
Laboratory results of the examination of comminuted tomato products 
are exchanged and other information is passed back and forth, with the 
result that the amount of illegal products produced in the state is very 
low compared to the total production. 


Cooperation is assured in many other ways. In fact, we are in 
almost daily telephone communication with the Cincinnati and Chicago 
Stations. The field men working out of these stations make our office 
their headquarters when working in and around Indianapolis. They do 
not hesitate to call us from anywhere in the state when they need one 
of our men. I believe you will agree with me that a very high degree of 
cooperation has been achieved when I tell you that the resident inspector 
for southern Indiana has his office in the Indiana Food and Drug Division 
and uses it as his headquarters. He and our men work together, discuss 
their problems together, make joint inspections and investigations, ex- 
change information and carry out their work as one unit. In all, it has 
been a very happy and profitable arrangement for Indiana and I hope 
it will continue indefinitely. [The End] 
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ESTABLISHMENT OF OFFICIAL STANDARDS 
WOULD DO MUCH TO IMPROVE PRESCRIPTION-COUNTER ACCURACY 


This article was presented before the Fifty-second Annual Con- 
ference of the Association of Food and Drug Officials of the United 
States at Portland, Maine, on June 17, 1948. 





ceded the present study of the subject of standards for prescription- 

counter products. In 1913, M. I. Wilbert studied the United States 
Public Health Service reports on many samples of six different U. S. P. 
preparations which had been purchased in drug stores in several states. 
He showed that 45 per cent of the samples did not meet the U.S. P. 
standards. He blamed the poor condition of drug preparations on the 
carelessness, ignorance, and cupidity of the pharmacists. In the discus- 
sion of that paper, which was read before the American Medical Associa- 
tion, Dr. Torald Sollmann stated: “I imagine that the 50 per cent of 
deficiencies perhaps does not reflect the actual condition of affairs. One 
must know how serious these differences were. . . . The faults are not 
due to dishonesty, but are due to carelessness."” In 1932, A. Kallet and 
F. J. Schlink published an article entitled “Bad Drugs and the Law.” 
Their criticism of prescriptions was based mainly on a check of 100 pre- 
scriptions purchased in Washington, D.C., by the Federal Food and 
Drug Administration. Sixty-seven prescriptions, or two-thirds of those 
tested, were classed as unsatisfactory. Kallet and Schlink implied that 


I WOULD LIKE TO REVIEW BRIEBPLY several events that pre- 
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more than two-thirds of all prescriptions are improperly filled due to 
faulty compounding or use of substandard drugs. On that occasion, the 
American Medical Association came to the defense of her sister profes- 
sion and editorially condemned the article. The editor stated: ‘For- 
tunately, the great majority of the departures from the official standards 
are not of such a degree or kind that they menace the health of the pur- 
chaser.’ That sounds very much like Doctor Sollmann’'s statement. The 
American Pharmaceutical Association was sufficiently aroused to appoint 
a committee to study the problems in prescription compounding and to 
determine, if possible, the reasonable permissible limits of error in such 
work. The Committee on Prescription Tolerances has since then done 
valuable work, especially with respect to checking technical equipment in 
pharmacies, but no reasonable standards of tolerance were established. 
This left the situation as it was with respect to the tolerances upon which 
individuals with no pharmaceutical training or experience must base their 
opinions and their criticism of prescription-counter products. 


In 1946, H. C. Lythgoe, Director of the Division of Food and Drugs 
of the Massachusetts Department of Public Health, reported his study 
of prescription-counter products. He based his criticism on the U. S. P. 
and N. F. standards and on a ten per cent tolerance for all unofficial 
preparations. He reported that 47 per cent of the tested products were 
illegal. His reasons for the pharmacists’ poor work sound like an echo of 
Wilbert’s blast in 1913. Lythgoe includes incompetency, inaccruacy, 
fraudulency, and inattention to business. In 1947, three published re- 
ports substantiated Lythgoe’s figures. Two supported his reasoning. 
The other investigator was S. W. Goldstein, a pharmacist, who could 
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not subscribe to the apparently accepted pattern of data interpretation. 
The public press published one investigator's findings and conclusions, 
showing that 59 per cent of the tested prescriptions were bad. Un- 
fortunately, the public includes very few Torald Sollmanns who want 
to know “how bad” these criticized products are. Apparently, these 
blasts against pharmaceutical precision will continue until the factor of 
carelessness is controlled by the pharmacists, and until its critics are given 
more reasonable standards upon which to base their‘understanding of the 
overall precision of extemporaneous compounding. 


Basis of Pharmaceutical Standards 

It is customary to think of the individual compounder at the pre- 
scription-counter as the professional pharmacist, in spite of the fact that 
the reputable manufacturing pharmacists represent the best in one 
phase of professional pharmacy. We often, though not often enough, 
hear a pharmacist praised for conducting ‘‘a really professional phar- 
macy. How precisely do the two groups function in their pharmaceutical 
activities? If the answer is to be based upon actual comparison of the 
concentration of ingredients in similar preparations, it is obvious that 
the prescription-counter compounder will suffer. The difference in pre- 
cision represents the extent to which the factors influencing deviations in 
compounding can be controlled under the two methods of operation. 
These factors, and the manner and extent to which they influence com- 
pounding precision, have been discussed at length in a series of articles 
in the Practical Edition of the American Pharmaceutical Association 
Journal.' The discussions of this subject lead to the conclusion that it is 
obviously unfair to evaluate the accuracy of products prepared under the, 
to some extent, uncontrollable conditions of the prescription-counter on 
the basis of the same standards of tolerance that are applied to manu- 
factured products. Why are manufacturers’ products so much more 
accurate as a rule than the retail compounders’ products; and has it 
always been so? It has not always been so. The major portion of all 
the restrictive drug legislation was formulated and enacted to reduce the 
erratic and fraudulent activities of some of the manufacturers in the not 


M. I. Wilbert 61 Journal of the Ameri can Pharmaceutical Association. Pract 
Vedical Association 190 (1913); A. Kal- Edition 541 (1947): 8 Journal of the Ameri 
ind F. J. Schiink: Nation, October 19 can Pharmaceutical Association, Practical 
1982: H. C. Lythgoe: 10 Quarterly Bulletin Edition 599 (1947): 9 Journal of the Ameri 
Food and Drug Officials 3 (1946) can Pharmaceutical Association, Practical 
S. W. Goldstein 3 Journal of the Amer Edition 26 (1948) 
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too distant past. The effective labeling provisions in the Federal and 
state laws removed to a great extent the fraudulent nostrums. Establish- 
ment of the U. S. P. and N. F. as books of standards for manufactured 
pharmaceuticals was mainly responsible for the development of control 
laboratories, with the resulting splendid record of precision in the con- 
sequent products. To my knowledge, no Federal law exists which is 
designed to set specific standards for prescription-counter products. 
Some laws do include the statement that the products used in making 
medicinals should meet the official standards. The pharmacy law of the 
State of New Jersey grants authority to the Board of Pharmacy to 
establish reasonable tolerances for prescription ingredients. This law, 
passed in 1933, represents the first attempt to establish legal prescription 
tolerances. However, although the power was authorized, no definite 
basis for reasonable tolerances has been established. I believe that the 
New York State Board of Pharmacy utilizes a system for tolerance de- 
termination which basically resembles the system I am advocating. 


Limits of Precision Set by the Individual Pharmacist 


How does this situation affect the overall precision of prescription- 
counter compounding? The individual pharmacist is practically left to 
set his own limits of precision. The majority of the pharmacists, I believe, 
are sufficiently impressed with their professional value and duty to the 
community to set reasonably rigid standards for their pharmaceutical 
activities. Certainly, graduates of recognized colleges of pharmacy who 
abide by the Pharmaceutical Code of Ethics are professional pharma- 
cists, and their products can generally meet any reasonable standards for 
prescription-counter compounding. I have found that the great majority 
of pharmacists in Maryland can meet even the U. S. P. and N. F. 
standards in their extemporaneously prepared products most of the time. 
Surveys in four states have shown that extremely wide deviations are 
detected in preparations purchased from pharmacists, and that this is 
especially so when the pharmacists do not know that the purchases are 
being made for testing purposes.? Establishment of official standards 
for manufactured products has resulted in a tremendous improvement 
in manufacturing precision. I believe that establishment of reasonable 





2S. W. Goldstein: 9 Journal of the Ameri- 
can Pharmacettical Association, Practical 
E’ tition 98 (1948). 
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and equitable standards of tolerance for extemporaneously compounded 
pharmaceuticals would have a comparable effect upon prescription- 
counter accuracy. These standards should take into consideration the 
factors beyond the control of the retail pharmacist. They should be 
representative of products compounded by well-trained practicing 
pharmacists working with approved technical equipment at the pre- 
scription-counters of properly supervised pharmacies. A system for the 
determination of such standards has been developed, and the proposed 
standards have met with approval from many individuals representing 
the various fields of public health. They also have met with disapproval. 
At one meeting, a manufacturing pharmacist felt that they were too 
lenient when compared to the standards he must meet. At the same 
meeting, they were denounced by a retail pharmacist and a hospital 
pharmacist as being too severe. These two pharmacists further illustrated 
the attitude of some pharmacists by appealing to a physician for his 
opinion. A few pharmacists seem to believe that their compounding 
has been performed satisfactorily, as long as the physician is satisfied. 
It is this small group, especially, whose precision could be improved by 
having reasonable standards to guide them. These reasonable standards 
should be rigid enough to limit the effect of the medicinal to the desired 
therapeutic range and thus protect the patient. These standards should 
not be so stringent that procedures necessary to insure adherence to 
them would raise the cost of medical care. I believe that the standards of 
tolerance evolved by the proposed system meet these requirements. 
These tolerances are obtained by determining the deviations within 
which a large number of practicing pharmacists, having different degrees 
of natural skill, can prepare typical pharmaceutical products under ap- 
proved conditions. I have assumed that, under the special conditions of 
purchase, these deviations represent errors caused mainly by factors 
beyond the control of most of the pharmacists. The tested samples are 
purchased by a known drug inspector of the state drug authority, and 
this procedure should eliminate, as much as possible, the factor of 
carelessness in their compounding. The standards thus should represent 
the best work of the pharmacists rather than their usual compounding 
precision. 
Interpretation of Compounding Deviations 


There are other reasons why nationally recognized standards for 
prescription-counter products should be established. Periodically, food 
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and drug officials, in the course of their necessary and important ac- 
tivities, pause to examine the analytical records they have accumulated. 
The only pharmaceutical standards these officials have, upon which to 
base their conclusions and decisions with respect to U. S. P. and N. F. 
drug samples, are those given in the official compendia. For unofficial 
drugs, some of these officials allow what appears to them to be a very 
liberal tolerance of +10 per cent. Officials in different states have 
unlike opinions with regard to these standards, and some of them 
interpret these tolerances more liberally than others. This results in the 
existerice of a confused condition under which the same extemporaneous- 
ly compounded products may be condemned as illegal in some states 
while they are considered to be acceptable in other states. Those officials 
who place a strict interpretation upon the present standards in their 
application to prescription-counter products are amazed by the seeming- 
ly poor work that is dispensed by some members of a group that is 
jealous and proud of its professional standing in the community. Some 
of those officials cannot refrain from exposing what they consider to be 
an undesirable condition. Such expositions have been made in the public 
press with resultant loss of prestige by the whole pharmaceutical group. 
It is only fair to note that the officials who have taken this step have 
usually attempted to “correct” the situation by other means including 
legal prosecutions. 


Official Standards as a Uniform Basis Upon Which To 
Interpret Pharmaceutical Accuracy 


We, in Maryland, are very fortunate that a man with exceptionally 
sound and logical reasoning instituted the practice of reasonable in- 
terpretation of pharmaceutical deviations. I refer to Doctor R. L. Swain, 
who was the Deputy Food and Drug Commissioner of Maryland until 
1939. We are fortunate also that our present Deputy Food and Drug 
Commissioner is continuing this reasonable policy. However, some of the 
states have officials who do not agree with this manner of interpretation. 
It should be clear that the different opinions of the overall precision of 
pharmaceutical compounding are based mainly upon the standards that 
are used to judge the pharmacists’ work. We must also consider the 
implications of the Sullivan case decision with respect to Federal au- 
thority to check prescription-counter products. Strict application of the 
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present written standards which are unfairly applied to prescription- 
counter products would leave the pharmacists of all the states open to the 
same unfavorable publicity that has been given to the group in some 
states. If, after thorough study by the interested groups, reasonable 
tolerances are made the official standards for prescription-counter 
products, the drug officials in all the states, as well as the Federal drug 
officials, could then interpret pharmaceutical accuracy upon a uniform 


basis. 
Determination of Reasonable and Equitable Standards 


The tolerance used at present in some states is +10 per cent for 
all types of unofficial preparations. The proposed standard tolerances 
vary from +10 per cent to + 17.5 per cent for different types of prepara- 
tions containing stable ingredients. At the Central Atlantic States 
Conference of this Association, I stated that the tolerances evolved by 
the procedure that had been followed should be subjected to collabora- 
tive study. I can now report to you the result of such a study with a 
statistician. He disagreed with my mathematical procedure. I had used 
both the Average Percentage Deviation and the Standard Deviation 
He convinced me that the Siandard Deviation is more widely accepted, 
and I am no longer using the Average Percentage Deviation. But this 
is the major change. I was using all of my sample data regardless of 
the extent of the errors involved. I realized earlier that this was not the 
best procedure, but I could not see a clear basis for selective sampling. 
| considered a therapeutic basis of selection: assuming that errors of 
minus 50 per cent indicated preparations that were therapeutically value- 
less, and assuming that errors of plus 50 per cent indicated preparations 
that might be toxic. Those assumptions would not hold for many drug 
preparations. The present selection or exclusion of samples is based 
upon the fact that practically every compounded sample showing an 
excessively wide deviation results from a mathematical miscalculation 
and not from manipulative inaccuracy. And since the proposed standards 
are supposed to represent mainly uncontrollable manipulative deviations, 
mathematical miscalculations should exert no influence in their determina- 
tion. Elimination of such samples and the use of 1.73 Standard Devia- 
tions, as recommended by Peters and Van Voorhis,’ yield more logical, 


C. C. Peters and W. R. Van Voorhis, Book Co Inc New York, 1940, pages 
Statistical Procedures and The Vathe 176. 477 
matical Bases Edition 1 McGraw-Hill 
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reasonable, and equitable limits of tolerance. These changes have altered 
the proposed tolerances considerably in those classifications which 
formerly appeared to require very wide limits of acceptance. This is 
accounted for by the fact that those series of samples contained relatively 





many samples showing excessively wide deviations which apparently 


were caused by mathematical miscalculations. 


Classification of Liquid Preparations 


The revised system of classification of liquid preparations is as 
follows: 


Group I. Weight of ingredient 5 Gm. or more. 
Group II. Weight of ingredient 2.25 Gm. to 4.99 Gm. 
Group III. Weight of ingredient 0.5 Gm. to 2.24 Gm. 
Group IV. Weight of ingredient 0.49 Gm. or less. 


Each group has two subdivisions: (a) stable ingredients; (b) un- 
stable ingredients. When more than one ingredient is present in a 
preparation, the weight and nature of each ingredient shall determine 
its individual classification. 


The series of samples that have been studied indicate that the 
following tolerances should be assigned to preparations which can be 
accurately assayed and which fall into the indicated classifications. 


Group! (a) +10.0 per cent; (b) +15.0 per cent; 
Group II (a) +12.5 per cent; (b) +17.5 per cent; 
Group III (a) +15.0 per cent; (b) +20.0 per cent; 
Group IV(a) +17.5 per cent. 


I believed from the beginning that our data would yield reasonable 
tolerances, but I was convinced by the fact that, wherever a comparison 
was possible, the percentage of samples accepted by these tolerances 
closely approximates the percentage accepted by pharmaceutically 
trained drug officials who base their selections mainly on their sound 
common sense knowledge of the problems of the practicing pharmacists. 
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Need for Effective Enforcement Program 


Until officially recognized reasonable standards for prescription- 
counter products are made available to all food and drug officials, the 
pharmacists, good and bad, will suffer from attacks upon their profes- 
sional ability and integrity. And when one considers that the most 
important ingredient in many prescribed medicines is the faith of the 
patient in the physician and the pharmacist, the loss of that confidence 
can be therapeutically detrimental to the consumer. 


Establishment of reasonable standards is not offered as a panacea 
for inaccurate compounding. I believe that an intensive and continued 
campaign against carelessness at the prescription-counter is absolutely 
necessary to make some pharmacists conscious of their laxity. Hardly 
any of the wide deviations noted in prescription-counter products are 
intentional. They are usually due to carelessness or to attention that is 
divided between the prescription-counter and other store activities. I 
have noted many cases that verify a contention offered by several ob- 
servers that wide deviations are encountered more frequently in those 
preparations which require some mathematical step, no matter how 
simple, in their preparation. Reasonable standards will not make products 
such as these seem any better. It is such preparations that drive food 
and drug officials to extreme measures. But reasonable standards will 
enable all concerned to obtain a fairer overall picture of the accuracy 
with which extemporaneous compounding is practiced. When based 
upon reasonable standards, 85 per cent to 90 per cent of the samples 
purchased by known inspectors will fall within the limits of acceptance. 
The other 10 per cent to 15 per cent of the samples will show deviations 
varying from just outside the standards to very wide deviations. The 
percentage of samples showing extremely wide deviations is very small. 
These figures show how accurately prescription-counter products can be 
compounded. We still are faced with the problem of bringing the phar- 
macists’ products that are prepared for the public, as reflected in samples 
purchased by inspectors unknown to the compounders, within these 
limits. It is primarily a matter of education together with the effective 
enforcement of carefulness. 
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Standards To Rationalize Criticism and Improve 
Compounding Precision 





Although prescription-counter precision has been unfairly attacked 
at different times, the fact remains that there is much room for improve- 
ment in this field of pharmaceutical activity. I hope that constructive 
criticism through proper channels continues. Establishment of reasonable 
and equitable standards of tolerance for prescription-counter products 
should rationalize extreme criticism by non-pharmacists. Such standards, 
I believe, will be helpful in improving the compounding precision of some 
pharmacists, and consequently will bring us nearer the goal of all food 
and drug officials who desire better and more accurately compounded 
preparations for the consumer. 
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A Nation-Wide Legislative Muddle -- - 
The Dealer Exemption Provision 
in State Food and Drug Laws 


BY LEONARD WOLFRAM 


THE LAW OF LOUISIANA HAS ACHIEVED 
THE UTMOST IN FAIRNESS, GOOD SENSE, AND CONSTITUTIONALITY 





OOD AND DRUG LAWS generally penalize those responsible 

for the manufacture and sale of adulterated and misbranded 

products in addition to providing for the seizure of the articles 
involved. However, it is usually impractical, or even impossible, for a 
dealer to ascertain whether or not the article which he sells is adulterated 
or misbranded in violation of law.' For that reason, provision has been 
made, in one way or another, by the Federal government and by most 
of the states to absolve dealers from guilt under such circumstances. 


Unfortunately, however, some of the state statutes are anachronistic, 
some unconstitutional, and almost all are ill-considered and poorly 
framed. Ironically enough, although the field is one which is admirably 
adapted to uniformity, even the proposed Uniform State Food, Drug 
and Cosmetic Bill * is subject, in part, to the same criticism. 


Since the Federal government has established requirements for 
the exemption of dealers from criminal penalties for sales of adulterated 


dealers cannot be expected to United States v. Charles L. Heinle Specialty 


employ expert chemists to examine the Co., 175 Fed. 299, 301 (E. D. Pa. 1910) 
great variety of commodities which enter 7 CCH Food Drug Cosmetic Law Reports 
into commerce and are dealt in by them;"’ * 25,101 et seq 
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and misbranded articles in interstate commerce, the states, under the 
Federal constitution, may establish more stringent requirements for ex- 
emption in such situations only in certain limited circumstances. Those 
are either where the states adopt higher standards of their own for the 
sale of particular items of food and drugs, or where the Federal govern- 
ment has established no standard at all for the article in question. In 
fact, however, most of the states have ignored this limitation and have 
encroached upon a field actually closed to them since it has already been 


occupied by Congress.* 
The Federal Statutes 


The Federal Food and Drug Act of 1906 absolved the dealer who 
dealt in adulterated or misbranded articles only if he possessed a guaranty 
from the manufacturer, wholesaler, jobber, or other party who sold the 


articles to him.* 


The Food, Drug, and Cosmetic Act of 1938, which repealed the 


1906 Act,® does not require the procurement of a guaranty in order to 





* See discussion, page 471, et seq. 

* Federal Food and Drug Act of 1906, 
Section 9; 34 Stat. 771 (1906), 21 U. S. C. 
13 (1934) 

‘Dealers; sellers’ guaranty as protection 
for. No dealer shall be prosecuted under 
the provisions of sections 1 to 15, inclu- 
sive, of this title when he can establish 
a guaranty signed by the wholesaler, job- 
ber, manufacturer, or other party residing 
in the United States, from whom he pur- 
chases such articles. to the effect that the 
Same is not adulterated or misbranded 
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within the meaning of said sections, desig- 
nating it. Said guaranty, to afford pro 
tection, shall contain the name and address 
of the party or parties making the sale 
of such articles to such dealer, and in such 
case said party or parties shall be ame- 
nable to the prosecutions, fines, and other 
penalties which would attach, in due 
course, to the dealer under the provisions 
of said sections."’ 

5 Federal Food. Drug, and Cosmetic Act 
of 1938. Section 902 (a) and (d); 52 Stat. 
1059 (1938). 
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exempt the dealer from its criminal penalties.° The dealer is excused if he 
deals in the article in good faith and turns over, upon request, copies 
of whatever documents may have been involved in the sale of the item 
to him. However, the guaranty method may still be followed as an 
alternative. 


The State Statutes 


The states may conveniently be divided into the following five 
groups according to the manner in which they provide for the exemption 
of dealers from the penalties of their respective food and drug laws: ' 


Guaranty of Compliance With the 1906 Federal Act 


(1) Those states which accept a guaranty of compliance with the 
Federal Food and Drug Act of 1906, namely: Rhode Island, Montana,® 
Oklahoma,’® Michigan," and Arizona.’? 

Rhode Island will accept, as an alternative to a guaranty of com- 
pliance with its own law, a guaranty of compliance with the 1906 Federal 
act. Montana and Oklahoma likewise will accept guaranties of compli- 
ance with the Federal Food and Drug Act of 1906 provided the package 
involved bears a notation of such compliance. The Arizona statute, un- 





’ General Laws of Rhode Island, Chapter 
269, Section 7 (1938): 

‘‘No dealer shall be convicted under the 
provisions of this chapter, when he can 
establish a guaranty, signed by the whole- 
saler, jobber, manufacturer, or other party 
residing in the United States, from whom 
he purchases such articles, to the effect 
that the same is not adulterated or mis- 
branded within the meaning of the food 
and drugs act of the United States, ap- 
proved June 30, 1906, as amended, or of 
this chapter. Sald guaranty, to afford pro- 
tection, shall contain the name and address 
of the party or parties making the sale 
of such articles to such dealer, and in such 
case said party or parties shall be ame- 
nable to the prosecutions, fines, and other 
Penalties which would attach, in due 
course, to the dealer under the provisions 
of this chapter."’ 

* Revised Codes of Montana, Section 2588 
(1935). 

1” Oklahoma Statutes, Title 63, Section 


* Federal Food, Drug, and Cosmetic Act 
of 1938, Section 303; 52 Stat. 1043, 21 U. 
S. C. 333 (c): 

‘Exceptions in certain cases of good 
faith, etc. No person shall be subject to 
the penalties of subsection (a) of this sec- 
tion, (1) for having received in interstate 
commerce any article and delivered it or 
proffered delivery of it, if such delivery 
or proffer was made in good faith, unless 
he refuses to furnish on request of an offi- 
cer or employee duly designated by the 
Administrator the name and address of 
the person from whom he purchased or 
recelved such article and copies of all docu- 
ments, if any there be, pertaining to the 
delivery of the article to him; or (2) for 
having violated section 331 (a) or (d), if 
he establishes a guaranty or undertaking 
signed by, and containing the name and 
address of, the person residing in the 
United States from whom he received in 
good faith the article, to the effect, in 
cases of an alleged violation of section 331 


(a), that such article is not adulterated or 
misbranded, within the meaning of this 
chapter, designating this chapter a 

tSome of the states fall into more than 
one of the five listed categories, as will 
appear. 
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260 (1941). 

it Michigan Statutes Annotated, Section 
14.787 (relating to drugs), (Henderson, 
1937). 

#2 Arizona Code Annotated, Chapter 68, 
Section 412 (1939) (relating to food). 
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like the others in the group, does not specifically refer to the 1906 Federal 
law, but it is unmistakably related to it since it prescribes the guaranty 
procedure of the 1906 statute. 

The Federal Food and Drug Act of 1906 has now been totally 
defunct for almost a decade, having been specifically repealed by the 
Federal Food, Drug, and Cosmetic Act of 1938.'* Yet the states in this 
group provide for the procurement of a guaranty of compliance with this 
law, which has not been operative for almost ten years, as an alternative 
method of relieving the dealer of responsibility for the innocent sale of 
an article which turns out to be adulterated or misbranded. 


Guaranty of Compliance With the 1938 Federal Act 


(2) Those states which make acceptable a guaranty of compliance 
with the Federal Food, Drug, and Cosmetic Act of 1938, namely: Mis- 
souri,’* Indiana,'® Virginia (drug law) ,?* California,’’ and New Jersey * 
(the latter two with qualifications to be discussed later ). 


Although the states in this group will accept a guaranty of compli- 
ance with the current Federal food and drug statute, it is to be noted 
that the Federal government itself no longer requires such a guaranty, 
it being sufficient under the Federal statute, as an alternative to the 
procurement of a guaranty, that the dealer act in good faith in dealing 
with the article.’® 


% See footnote 5. and the supplements and amendments 


4 Revised Statutes of Missouri, Section thereto.”’ . 
9860 (b) (Cum. Supp. 1947): 1% Burns Indiana Statutes Annotated, Sec 


i 33 (c) (C 4 . 1947). 
‘‘No person shall be subject to the pen- tion 35-12 ©) um. Supp , 


alties of subsection (a) of this section for 
having violated section 9858 (a) or 9858 (c), 
if he establishes a guaranty or undertak- 
ing signed by the person from whom he 
purchased the food, drug, device, or cos- 
metic; if a resident of this state, that the 
food, drug, device, or cosmetic is not adul- 
terated or misbranded within the meaning 
of this Act, designating it, or, if a non- 
resident of this state residing in the United 
States, or a resident of this State engaged 
in interstate commerce with reference to 
the product involved, that the food, drug, 
device, or cosmetic is not adulterated or 
misbranded within the meaning of an Act 
of Congress entitled ‘An Act to prohibit 
the movement in interstate commerce of 
adulterated and misbranded food, drugs, 
devices, and cosmetics, and for other pur- 
poses’ approved June twenty-fifth, one 
thousand nine hundred and thirty-eight, 
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% Virginia Code, Section 1659 (1942) as 
amended by Chapter 41, Laws of 1948. 

% California Health and Safety Code 
(1939), Section 26526 (relating to food); 
Section 26302 (relating tc drugs). 

% Revised Statutes of New Jersey, Sec- 
tion 24:5-2 (1937). 

% Some authorities appear to be unaware 
of the fact that under the Federal statute 
the good faith of the dealer is a defense 
to prosecution under the food and drug 
law. For instance, Corpus Juris Secundum 
(1943) makes no mention of this provision 
in the Federal law stating merely: ‘‘Under 
the federal Pure Food and Drugs Act and 
similar state statutes, a guaranty by the 
seller from whom defendant purchased the 
articles to the effect that they are not 
adulterated or misbranded is a defense to 
a prosecution of a dealer under the act if 
it conforms to the statutory requirements."’ 
(36 C. J. S. Food, Section 40). 
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Guaranty Executed by a Resident of the State 


(3) Those states which, either as the sole or as an alternative 
means of exempting the dealer, require that the guarantor be a resident 
of the state in order to make the guaranty effective, namely: Arkansas,” 
Colorado,” Connecticut,** Florida,** Georgia,** Kentucky,*® Louisiana 
(insofar as it requires a guaranty at all),*° Maryland,** Michigan,” 
Nebraska,”® New York (food law),*° North Carolina,** Virginia (food 


> 


law ),°* and Washington. 


The guaranty section of the Federal Act of 1906 required that the 
guarantor be a resident of the United States, and the current Federal 
law, to the limited extent that guaranties are still operative under it, 
makes the same requirement. The reason for this was aptly stated by 
the court, in its charge to the jury, in the case of LInited States v. May- 
field et al., 177 Fed. 765 (N.D. Ala. 1910) involving the 1906 Act, at 
pages 768, 769: 


The purpose of Congress was to place liability for the violation of the law upon 
some one in each instance. Primarily the liability is on the dealer who introduces the 
article into interstate commerce. The liability can be shifted from the dealer only by 
imposing the same liability upon the manufacturer. This can be done only by virtue 
of the manufacturer's guaranty to the dealer. If, for any reason, the guaranty is 
insufficient to impose liability upon the manufacturer, it remains where it primarily 
rested—upon the dealer. To have the effect of releasing the dealer from liability 
for the violation of the act, complained of in this prosecution, the guaranty must be of a 
character to impose liability for the same violation upon the manufacturer, if he were 
substituted for these defendants in this case; otherwise, both parties would escape 
liability, and the purpose expressed by Congress be defeated . 


If the party selling to the dealer resides outside of the United States 
he will obviously escape liability; if the dealer is permitted to utilize 





* Pope’s Digest of the Statutes of Ar- 
kansas, Section 6015 (1937). 

* Colorado Statutes Annotated, Chapter 
69, Section 9 (1935) (relating to food). 
* General Statutes of Connecticut, 

tion 890e (c) (Cum. Supp. 1939). 


* Florida Statutes, Section 500.24 (2) 
(1941): this statute provides for the ex- 
emption of the dealer if he estab- 
lishes a guaranty or undertaking signed 
by. and containing the name and address 
of the person residing in the State of Flor- 
ida or the manufacturer from whom he 
received in good faith the article - 
Whether this exempts a dealer with a 
guaranty from a non-resident manufacturer 
if he received the article in ‘‘good faith,”’ 
is not quite clear. 


Sec- 
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* Georgia Code, Section 42-115 (2116) 
(1933). 

** Kentucky Revised Statutes 
217.160 (2060a-17). 

*6 Dart’s Louisiana General Statutes, 
tion 3317.20 (d) (Cum. Supp. 1946) 

27 Annotated Code of Maryland, 
43. Section 193 (1939). 

** See footnote 11. 

* Revised Statutes of Nebraska, Section 
81-212 (1943). 

"New York Agriculture 
Law, Section 214 (1). 

%1 General Statutes of 
Section 106-124 (b) (1943) 


Section 
Sec- 


Article 


and Markets 


North Carolina 


2 Virginia Code. Section 1190 (e) (b) 
(1942). 

Remington's Revised Statutes of Wash- 
ington, Section 6163-75 (Cum. Supp. 1945). 
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a guaranty from him “both parties would escape liability and the purpose 
expressed by Congress be defeated .. ."" Doubtlessly, it was to avoid this 
possibility that Congress required that the guaranty produced by the 
dealer be executed by a party residing within the United States. Simi- 
larly, the states in this group require that a guaranty, in order to be 
effective under the particular statute involved, be procured from a resident 
of the state. 

Some of the states in this group have adopted the guaranty provision 
of the Uniform State Food, Drug and Cosmetic Bill ** endorsed by the 
Executive Committee of the Association of Food and Drug Officials of 
the United States.*® This provision seems to be an ill-considered facsimile 
of the dealer exemption section of the Federal Food, Drug, and Cosmetic 
Act of 1938, eliminating its most enlightened feature, the “good faith” 
exemption of the dealer. 


Other states in the group, like New York (in its food law), have 
modeled their guaranty provisions after the 1906 Federal act. The perti- 
nent subdivision of New York's food law, Article 17, Section 214(1) 
of the state’s Agriculture and Markets Law, provides: 

Guaranty established. 1. No dealer shall be prosecuted under the provisions of 
this article when he can establish a guaranty signed by the wholesaler, jobber, manu- 
facturer or other party residing or having a place of business within the state from 
whom he purchased the articles to the effect that the same are not adulterated or mis- 
branded within the meaning of this article. Said guaranty to afford protection shall 
contain the name and address of the guarantor and in such case the guarantor shall 
be amenable to the prosecutions, fines and other penalties which would attach in due 
course to the dealer under the provisions of this article. 

Thus, exoneration through pessession of a guaranty is limited to 
dealers who are able to establish such documents signed by a“. . . party 
residing or having a place of business withix the state...” 


Under the rule embodied in the legal maxim “expressio unius est 
exclusio alterius,” it is clear beyond the possibility of doubt that Section 
214 of New York's Agriculture and Markets Law, and the other guar- 





“Like the various state provisions in establishes a guaranty or undertaking 


this group the Uniform Bill faithfully fol- signed by, and containing the name and 
lows the Federal statute and uses th address of, the person residing In the State 
words: ‘‘residing in the State of ~~ ~@ from whom he recelved 
at Section 5 (b) in the place of the lan- in good falth the article, to the effect that 


guage of the 1938 Federal Act, ‘residing such article is not adulterated or mis- 
in the United States.’’ Section 5 (b) of branded within the meaning of this Act, 


the Uniform Bill: designating this Act."" CCH Food Drug 
‘“‘No person shall be subject to the pen- Cosmetic Law Reports { 25,105. 
alties of subsection (a) of this section, for * CCH Food Drug Cosmetic Law Reports 


having violated section 3 (a) or (c) if he { 25,101. 
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anty sections included in this group, leave the dealer with a guaranty 
from a party outside of the state liable to the criminal penalties of the 
adulteration and misbranding statute as if he possessed no guaranty at 


all. 


The necessity and justification for the provision in Federal food 
and drug legislation limiting the effectiveness of the guaranty, where 
it is produced as an excuse by a dealer, to those executed by residents 
of the United States is beyond dispute. However, even if there were 
similar justification for a state to require that guarantors be residents 
in order to exempt the dealer, it is highly questionable whether the states 
have the power to enact such requirements.*® The Federal constitution 
seems to be an effective barrier to such exclusiveness whether it stems 
from a desire on the part of some of the states to accept guaranties only 
by those within reach of their own enforcement agencies, or from mere 
slavish imitation of other statutes.*” 


The Federal government, as has been noted, is motivated by a desire 
to be able to reach the person responsible for the adulteration or mis- 
branding. Hence, under Federal law a Czechoslovakian guaranty will 
not exempt a New York dealer. But the question as to whether a New 
Jersey guaranty should exempt the New York food dealer stands on an 
entirely different footing. If the Federal Food, Drug, and Cosmetic Act 
has been violated by the interstate shipment, the United States will 
proceed against the guilty party even if he is beyond the reach of the 
New York authorities. A more vigorous and effective enforcement 
agency than that possessed by any of the states will thus move into 
action for the protection of the public, whether in New York or in any 
of the other states. As Federal Commissioner of Food and Drugs Paul 
B. Dunbar has pointed out in 3 Food Drug Cosmetic Law Quarterly 5, at 
page 9: “It is the fixed policy of the Food and Drug Administration to 
make a most searching investigation of every illness attributed to food, 
to drugs, or to cosmetics." The likelihood of any manufacturer within 
the United States escaping penalty for the interstate shipment of harm- 
ful products is, under the circumstances, quite small. 





* See discussion at page 474. 

"Framers of state constitutions and 
drafters of state statutes have often taken 
Similar documents from convenient sister 
States or from the Federal Government as 
models for thelr efforts. Legislative copy- 
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ing has thus cast many pieces of lezgisla- 
tion in similar molds, although sometimes 
the results of this process have not been 
too fortunate.’’ Mott, ‘‘Uniform Legisla- 
tion in the United States,’’ 207 Annals 
79, 80. 
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It is true that the states are permitted to establish reasonable re- 
quirements of their own, varying from those of the Federal government, 
provided they are not in conflict therewith.** 

For instance, the Federal Food, Drug, and Cosmetic Act exempts 
butter, cheese, and ice cream from the requirement that any artificial 
flavoring, coloring, or chemical preservative be revealed on the label. 
(Food, Drug, and Cosmetic Act of 1938, Section 403 (k); 21 U. S.C. 
343 (k).) However, Connecticut, along with several other states, elimi- 
nates this exemption in its statute and thereby requires that the existence 
of such ingredients in these products be revealed on the label. (General 
Statutes of Connecticut, Section 897e (k) (Cum. Supp. 1939) ). 

If the legislative provincialism of the states in this group is evoked 
by a desire to protect their own standards, in the comparatively few 
instances where they are higher than the Federal government, a better 
and more sensible approach is suggested by the statutes of most of the 
states in the next group and particularly by those of California. 


Guaranty Executed by a Non-resident 


(4) Those states which make acceptable the guaranty of a resident 
of the United States, although a non-resident of the particular state, 

(A) provided the guaranty is one of compliance with the state's 
law: Alabama,**® Delaware,’® Idaho,*! Kansas,*? Maine,*® Massachu- 
setts,** Montana,*® New Hampshire,*“© New York (drug law),*? Okla- 
homa,** Pennsylvania,*® South Carolina,®® South Dakota,*? Tennessee,” 
Texas,** and Wyoming;** 


*% Corn Products Refining Co. v. Eddy, 47 New York Education Law, Section 





249 U. S. 427 (1919), Weigle v. Curtice Bros. 
Co., 248 U. S. 285 (1919), Sligh v. Kirk- 
wood, 237 U. S. 52 (1915), McDermott v. 
Wisconsin, 228 U. S. 115 (1913), Savage v 
Jones, 225 U. S. 501 (1912). 

” Code of Alabama, Title 2, Section 311 
(1940). 

” Revised Code of Delaware, Section 3998 
(1935). 

"Idaho Code Annotated, Section 36-311 
(1932). 

* General Statutes of Kansas, Section 
65-609 (1935). 

8? Revised Statutes of Maine, Chapter 27, 
Section 187 (1944). 

“ General Laws of Massachusetts, Chap- 
ter 94, Section 193 (1932). 

* See footnote 9. 

* Revised Laws of New Hampshire, Chap 
ter 164, Section 10 (1942). 
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6823 (3). 

* See footnote 10. 

” Purdon's Pennsylvania Statutes Anno- 
tated, Title 31, Section 5 (Cum. Supp. 1947) 
(relating to food); Title 35, Section 791 
(relating to drugs). The Pennsylvania drug 
Statute, though it does not specify the 
guaranty of a resident, provides that where 
a prohibited sale is made and the deale: 
possesses a guaranty, proceedings shall b« 
commenced against the manufacturer 
wholesaler. dealer or jobber for the col- 
lection of the penalty. Only if the penalty 
is collected as a result of such proceed 
ings are further proceedings discontinued 
against the dealer. 

5° Code of Laws of South Carolina, Sec 
tion 5128-27 (5) (1942). 

5t Footnotes 51, 52, 53, and 54 are on 
page 471. 
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(B) where the guaranty need not specify compliance with the 
state’s law: Arizona,*° California,®** Indiana,*’ Missouri,** New Jersey,*® 
Utah,® Virginia (drug law),*! Michigan,** and Rhode Island.*° 


The Kansas statute, for instance, provides in part at Section 65-609: 


Guaranty by wholesaler; when dealer not liable. That no dealer shall be deemed 
guilty under the provisions of this Act when he can establish a guaranty signed by 
the wholesaler, jobber, manufacturer or other party from whom he purchased such 
articles to the effect that the same is not adulterated or misbranded within the meaning 
of this Act designating it . 

Thus, while guaranties from non-residents of Kansas are acceptable, 
it is necessary for all guarantors to certify compliance with the Kansas 
statute. By this device, Kansas and the states in this group with similar 
provisions in their law attempt to maintain the integrity of their own 
laws without injustice to the innocent dealer. 


Effect of State Guaranties on Interstate Commerce 


The insistence by most of the states on guaranties, whether executed 
by residents or by non-residents, affects not only articles in intrastate 
commerce over which state control may be undisputed, but also those in 
interstate commerce. Articles sold in interstate commerce embrace not 
only the few items with regard to which the states have more stringent 
requirements than those of the Federal government, but also the vast 
majority of items as to which (1) there is no divergence between state 
and Federal standards, (2) the Federal standards are higher, and (3) 
the sole standards applicable are those of the Federal government. 


In all of the latter three instances, it is not only unreasonable for the 
states to enact legislation contrary to the edict of Congress that the 
innocent dealer, acting in good faith, will not be held responsible where 
he sells adulterated or misbranded goods shipped to him across state 
lines, but such action by the states constitutes an unwarranted interfer- 
ence with an act of Congress in a field in which Congress has exercised 


South Dakota Code (1939), Section ‘California Health and Safety Code 
~2.0404 (relating to food): Section 22.1104 (1939), Section 26296 (relating to drugs) 
(relating to drugs) Section 26520 (relating to food). 

5? See footnote 15. 

See footnote 14. 

* See footnote 18. 








Williams Tennessee Code, Section 6580.5 
(b) (Cum. Supp. 1947). 


Vernon's Texas Penal Code, Article 714 * Utah Code Annotated. section 3-10 
708 938 a le “ ati 
“ ) (1988). (1943) (relating to food and drink) 

‘Wyoming Compiled Statutes. Section 61 See footnote 16 
16-117 (1945) ® See footnote 11 
See footnote 12 * See footnote 8 
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its prerogative to preempt. Where the innocent dealer, acting in good 
faith, is protected by Federal statute in the sale of an article, received 
in interstate commerce, the attempt by any state to penalize such a 
transaction represents an unconstitutional interference with such com- 
merce. This is true of any state law, however drawn, which constitutes 
a refusal to recognize the good faith exemption of the Federal statute. 
The state provisions in this category, as has been noted, include those 
requiring a guaranty of compliance with a defunct Federal law (group 
1), those requiring a guaranty of compliance with the current Federal 
law (group 2), those requiring a guaranty executed by a resident (group 
3), those accepting a guaranty by a non-resident certifying compliance 
with the law of the particular state (group 4A), and those specifying 
any other type of guaranty (group 4B). 


California Pure Drugs Act 


The California statute is an instance of a patent effort to close up 
the narrow gap which has been left open for the states to utilize in con- 
nection with their dealer exemption provisions, in relation to articles 
in interstate commerce. The California Pure Drugs Act provides (at 
Health and Safety Code Section 26296) that the guaranty of a resident 
of the United States will be accepted to exempt the dealer from the 
penalties imposed by the law and continues (Section 26302): 

If the guaranty is to the effect that such article is not adulterated or misbranded 
within the meaning of the Federal act, it shall be sufficient for all the purposes of this 
chapter and have the same force and effect as though it referred to this chapter whether 
given by a person residing in the United States or elsewhere, unless at any time the 
standard for the article concerned under this chapter is higher than the standard for 
a like article under the Federal act. 

Thus, instead of saying, in effect, as do the states in group 3: “We 
will accept guaranties only from manufacturers in our own state and will 
hold the dealer responsible otherwise, even if he acts in good faith” or, 
as do the states in group 4A: “We will accept guaranties from out-of- 
state manufacturers and exonerate our dealers but only if the guaranty 
is one of compliance with our law even though our standards may not 
differ from those of the Federal government,’’ California takes the more 
sensible position that, generally, guaranties from out-of-state manufac- 
turers will be accepted and the dealer excused in conformity with Con- 
gressional ukase, but that where California standards are higher than 
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those of the Federal government out-of-state guaranties will not be 
accepted, 


Unlike the states in groups 3 and 4A, California seems to have 
devised a restriction on out-of-state guaranties which, at least, tries to 
avoid repugnancy to the Federal constitution. Of course, to the extent 
that California requires a guaranty from an out-of-state manufacturer, 
where its standards do not differ from those of the Federal government, 
its provision is in conflict with the Federal government's exculpation of 
the dealer acting in good faith in such a situation. The other states in 
group 4B, including Arizona and Utah, which merely require guaranties 
to the effect that the goods are not adulterated or misbranded, and 
Indiana, Missouri, and Virginia's drug law which accept guaranties of 
compliance with the current Federal statute, while more liberal than 
many other states, likewise are in conflict with Federal law. 


Like California, New Jersey has attempted to stay within reasonable 
limits in the guaranty provisions of its food and drug law by providing 
(at Section 24:5-2, New Jersey Revised Statutes) for the acceptability 
of a guaranty of compliance with the current Federal statute and further 
providing that (at Section 24:5-5, New Jersey Revised Statutes): 


No guarantee that any food, drug, cosmetic or device is not adulterated or mis- 
branded within the meaning of the federal legislation specified in section 24:5-2 of this 
title shall be effective to exempt any dealer from prosecution under this subtitle unless 
the requirements of the Federal legislation and of this subtitle covering the adulteration 
and misbranding of the guaranteed article are identical. 


However, by virtue of its requirement that New Jersey and Federal 
standards be “identical” in order for the dealer to achieve exemption by 
producing a guaranty of compliance with the Federal statute, New 
Jersey has left open to doubt the question whether it will accept such a 
guaranty in cases where Federal standards are higher than New Jersey's. 


It is interesting to note that New York and Virginia, both of which 
have drug laws included in this group, each have food laws ® which re- 
quire the guarantor’s residence within the state in order to make the 
guaranty effective. The requirements of their food laws are thus at 
complete variance with the requirements of their drug laws in this respect. 


“See: footnote 28, (New York); foot- 
note 30, (Virginia). 
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Good Faith Exemption Provision 


(5) One state, namely, Louisiana,®® which excuses the dealer for 
a sale made innocently and in good faith. 

Louisiana's statute, like the Federal law, exonerates the dealer who 
sells a proscribed article, provided he acts in good faith and furnishes 
information upon request concerning the sale of the article to him. While 
the California,“* West Virginia,** and Oregon drug laws ® have provi- 
sions absolving a dealer who sells prohibited articles unwittingly, the 
exemption under these statutes is limited to articles sold in original 
packages. 

Thus Louisiana, which alone among the states with dealer exemp- 
tion provisions in food and drug laws has adopted the Federal statute's 
good faith exemption provisions, achieves the utmost in fairness, good 
sense, and unconstitutionality. 


The State Statutes and the Linited States Constitution 


Most state legislation in the field of dealer exemption for the inno- 
cent sale of prohibited food and drugs is not only unfair and unreason- 
able, but, insofar as it applies to interstate commerce, it is probably 
unconstitutional as well. 


“The Federal Food, Drug, and Cosmetic Act rests upon the con- 
stitutional power resident in Congress to regulate interstate commerce.’ °° 
The states, however, are free to establish regulations against the sale. 
within their own borders, of adulterated and misbranded food and drugs 
even though such regulations affect interstate commerce, provided they 
are reasonable in their terms and not inconsistent with Congressional 
legislation on the same subject.” 


To the extent that Congress deals with matters involving interstate 
commerce, it occupies the field and the states are foreclosed from legislat- 


* See footnote 56. 
* West Virginia Code Section 2904 (11) 





*® Louisiana General Statutes. 
3317-20 (d) (Cum. Supp. 1946): 


Section 


‘“‘No dealer shall be subject to the pen- 
alties of paragraph (b) of this section (1) 
for having received any article of food. 
drug, device, or cosmetic and in good faith 
sold it as received unless he refuses to 
furnish on request of an officer or em- 
ployee duly designated by the Board the 
name and address of the person from whom 
he purchased or received such article, and 
all documents pertaining to the delivery 
of the article to him . 
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(1943) (relating to drugs). 

* Oregon Compiled Laws Annotated, Sec- 
tion 58-102 (1940). Oregon's statute ab- 
solves the dealer only if the composition 
and labeling of the product sold is not 
in violation of the United States food and 
drug act. 

® United States v. Walsh, 331 U. S. 432, 
434 (1947). 

* See footnote 38 


Law Quarterly—September, 1948 





Bae 53 


‘RGR: * tic 


en 


ke aise See ov 


ayn" 


2 





“ela 


a eee 
Rw 


ate 


a ads 





ing to the contrary.‘ Congress has spoken clearly with regard to the 
role of the innocent dealer, who in good faith sells adulterated or mis- 
branded food or drugs involved in interstate commerce, and has decreed 
that he shall be exempted from the penalties of the law.” It is therefore 
not open to the states to enact legislation to the contrary.” 

With the sole exception of Louisiana, every state dealer exemption 
statute in the country conflicts in some measure with the Federal Food 
and Drug Act dealer exemption section. Those states (group 3) which 
require guaranties, and will not accept them from non-residents are, of 
course, most flagrantly in conflict with the Congressional edict that the 
dealer shall not be punished for the innocent receipt and sale of adulter- 
ated or misbranded goods in interstate commerce, provided he acts in 
good faith, regardless of whether he has a guaranty or not. 


However, even the states which make guaranties from non-residents 
acceptable are in conflict with Congress to the extent that they require 
a guaranty at all, where the Federal legislation looks only for proof of 
good faith. This is true also of those jurisdictions which make accepta- 
ble a formal written guaranty of compliance with the Federal law by 
the supplier of the article to the dealer. Since the Federal government 
itself does not require such a guaranty, these provisions, too, are hostile 
to Congressional enactment because their enforcement would result in 
punishment for an act which Congress has declared to be innocent, 
that is, the sale by a dealer in good faith of an adulterated or misbranded 
article in interstate commerce. 

It seems clear, on constitutional grounds, that only where a state has 
standards of its own for the sale of an article, either higher than Federal 
standards or in the absence of the latter, may it validly establish dealer 
exemption requirements involving interstate commerce different from 
those of the Federal government. The operation of the state statutes in 
this connection, of course, must be restricted to the particular articles as 
to which the state standards vary from those of the Federal government. 


Most of the state guaranty provisions are not intentionally in conflict 
with Federal law, as may be gathered from the fact that many of them 
express a desire to enact food and drug legislation in conformity with 


See note ‘Occupation of the Field’ Erie R. R. Co. v. New York, 233 U. S 
1 Commerce Clause Cases. 1936-1946: Ten 671 (1914). Minnesota Rate Cases, 230 U.S 
Years of Federalism’ (1946) 60 Harvard 352 (1913). McDermott v. Wisconsin, 228 
Law Review 262 U. S. 115 (1913), Thurlow v. Massachusetts 
See footnote 6 5 Howard 504, 574 (U. S. 1847) 
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the Federal statute. Connecticut's statute (Section 914e), for instance, 
provides: 

This Chapter and the regulations promulgated hereunder shall be so interpreted 
and construed as to effectuate its general purpose to enact state legislation uniform 
with the federal act. 

Connecticut's guaranty provision, however, like those of the other states, 
is in conflict with the Federal law in spite of its expression of a desire to 
conform. 


State Guaranty Requirements an Undue Burden on Interstate Commerce 


In addition to possible unconstitutionality, on the ground of hostility 
to the Federal statute, most of the state dealer exemption provisions seem 
to be open to attack on the ground of unduly burdening interstate com- 
merce in violation of the long-established rule against such restraints." 
The requirement that domestic dealers produce, for exoneration from the 
penalties of food and drug statutes, guaranties executed by residents 
obviously discriminates against non-resident manufacturers and sup- 
pliers. If a dealer cannot achieve exemption from the penalties of a state 
food and drug statute unless he restricts his purchases to resident manu- 
facturers or suppliers, the channels of interstate commerce are obviously 
and inevitably adversely affected. The United States Supreme Court 
has not hesitated to strike down state statutes ostensibly intended for 
the protection of the health of the state’s population where their operation 
had the effect of burdening interstate commerce. In such cases the court 
has indicated that it looks not to the expressed intention or avowed 
object, but rather to the actual effect and practical operation of the state 
statute.** 


The states are under the necessity of justifying their laws, in the 
field of mingled intrastate and interstate operations, as valid exercises 
of the police power."* Among the requirements which have been laid 
down by the Supreme Court are that the object of the legislation must be 
permissible, the means must have a substantial relation to the end, funda- 
mental rights must not be infringed, and the law must not be arbitrary, 





™ McDermott v. Wisconsin, 228 U. S. 115 
(1913), Voight v. Wright, 141 U. S. 62 


697, 708 (1931), Corn Products Refining 
Company v. Eddy, 249 U. S. 427, 432 (1919), 


(1891), Brimmer v. Rebman, 138 U. S. 78 
(1891), Minnesota v. Barber, 136 U. S. 313 
(1890). 

% See: Best & Co. v. Maxwell, 311 VU. S. 
454 (1940), Near v. Minnesota, 283 U. S. 
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Minnesota v, Barber, 136 U. S. 313, 319, 
323 (1890). 

% Brown, ‘‘Due Process of Law, Police 
Power, and the Supreme Court’ (1927) 40 
Harvard Law Review 943. 
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unreasonable, or oppressive. Whether the vast majority of the state 
dealer exemption provisions would successfully meet these tests in the 
courts is questionable. 

Finally, the language used by the Supreme Court, in another con- 
nection, in McDermott v. Wisconsin, 228 U. S. 115 (1913) at pages 
133, 134, seems equally applicable here: 


Conceding to the State the authority to make regulations consistent with the 
Federal law for the further protection of its citizens against impure and misbranded 
food and drugs, we think to permit such legislation as is embodied in this statute is to 
permit a State to discredit and burden legitimate Federal regulations of interstate 
commerce, to destroy rights arising out of the Federal statute which have accrued 
both to the Government and the shipper, and to impair the effect of a Federal law which 
has been enacted under the Constitutional power of Congress over the subject. 


Common sense would seem to dictate that, even where purely intra- 
state commerce is involved, a dealer should be exempted from penalty 
by the state where he acts in good faith. Where interstate commerce is 
involved, not only common sense but the requirements of the United 
States constitution require dealers exemption in conformity with the 


Federal statute. [The End] 


INSTITUTE OF ADVANCED LEGAL STUDIES 


An Institute of Advanced Legal Studies 
has been set up by the University of London. 
The Institute will provide for the encourage- 
ment of the study of the higher branches of legal 
sciénce and make available to scholars the un- 
rivalled materials for legal research which exist 
in London, the parent metropolis of the Common 
Law. First Prospectus, 1948, issued by the 
University of London. 
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WwW. A.M. Wharton 


BY 
PAUL B. DUNBAR AND MCKAY MCKINNON, JR. 





“The work one loves is not work at all.” 


Stores, New York, closed on W. R. M. Wharton, Chief, 
Eastern District, Food and Drug Administration, Federal 
Security Agency, on April 30, 1948, it marked the termination of a 
career in food and drug law enforcement which extended over 41 years. 
At the time of his retirement on that date, W. R. M. Wharton had served 
continuously as inspector, station chief, and district chief in the Federal 


W Seer THE DOOR OF ROOM 1208, U. S. Appraiser’s 


food and drug law enforcing agency since May 1907. Time and history 
will place in each proper niche the contributions that this man made in 
the field which was his life and his first love. Students of food and drug 
law enforcement will wish to know what impelled Wharton, with his 
talents in many fields, to select this particular field and to labor in it so 
successfully and so happily for over four decades. Such is the purpose of 
this article. 


Early Years 
Zadok P. Wharton was a successful country merchant on the 


Eastern Sho’ of Maryland. To him and his wife, Lucy Martin Wharton. 


was born on Decoration Day in the early ‘80's a son who was promptly 
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christened W. ( William) R. (Richardson) M. (Martin) Wharton. In- 
tensely realistic in matters of business, the elder Wharton was a visionary 
in the field of education. Lacking a formal education himself, he made 
certain that not one of his six children should face life under a similar 
handicap. Thus, instead of spending a lifetime of trade and barter in 
an Anglo-Saxon stronghold where a ‘‘skinning”’ is still a disgrace, “Bill” 
(or “Buck” as he was known in those days) was shipped off early to 
preparatory school. Hurdling this initial obstacle with characteristic 
eclat, “Bill matriculated at the University of Delaware. Despite the 
fact that he never weighed more than 160 pounds, he made the football 
varsity in his freshman year. He played in every game throughout his 
four years at the University of Delaware—of all things, as a tackle! 
He captained the team in his senior year. 


After four years at the University of Delaware, the dream of the 
father had become the goal of the son. On receiving his degree in 
chemistry from the University of Delaware, “‘Bill’’ returned to his native 
state—this time to the mainland—and served for two years as fellow 
and instructor in chemistry at the University of Maryland. This service 
antedated by many years the ‘“‘purification” program of the Southern 
Conference, so ‘‘Bill" continued to play football at Maryland. He still 
found time, however, to serve as assistant to the Maryland State Chemist 
enforcing feed and fertilizer laws then in effect. Food for man had not 
at that early date become officially as important as feed for animals 


and food for land. 





W. R. M. WHARTON 


Retired Chief, Eastern District 
Food and Drug Administration 
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Appointment as a Food and Drug Inspector 


Harvey W. Wiley was pounding unceasingly on the public con- 
science, however, and on June 30, 1906, President Theodore Roosevelt 
signed the Food and Drugs Act. Staffing of the old Bureau of Chemistry 
of the Department of Agriculture to enforce this new law began imme- 
diately. With his training and experience in state regulatory control, 
Wharton stood high on the list of eligibles who gathered to play their 
part in the “Great Reformation.” He was appointed as a food and 
drug inspector on May 28, 1907; and, as succeeding years were to prove, 
the appointment was a natural. The appointment gave Wharton a chance 
to develop his life work along lines of substantial public service, while he 
brought to the job problem perception of high order, a resourceful 
imagination, and boundless enthusiasm. For 41 years man and job 
each graced the other. 


Work in New Orleans 


After a brief indoctrination, Wharton was assigned to operate out 
of New Orleans, Louisiana. One of his earliest jobs was to survey the 
coffee packing industry in the gulf area. At that time, chicory was a 
widely used undeclared adulterant of coffee. Forsaking the practice of 
objective sampling, Wharton attacked the problem through factory in- 
spection and strategic seizures, with the result that true coffee drinkers 
could purchase coffee, while those who had developed a taste for coffee 
and chicory were informed by label declaration of the presence of the 
cheaper ingredient. The obvious advantage of the inventory system of 
determining violations soon became apparent to Wharton, and he de- 
veloped the practice of checking raw materials against output. This 
system later was applied with considerable success to the correction of 
the practice of stretching cider vinegar by adding distilled vinegar or 
acetic acid. 


New Orleans was then, as now, a lively market for table wines. 
Wharton made an investigation of the distribution of table wines and 
discovered that the “vin ordinaire” distributed from the northern wine 
producing areas was not genuine wine but was a product derived by the 
addition of water, sugar, and color to the grape pomace resulting from the 
manufacture of genuine wine. This investigation resulted in a large num- 
ber of seizures. When the products so seized were released under bond 
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for proper relabeling, follow-up by Wharton indicated that in a number 
of instances the terms of the decrees had been violated. Suits were in- 
stituted for recovery under bond. This was the first instance where such 
action was taken as a result of violation of decrees issued following 
seizures under the Food and Drugs Act. 


Another of Wharton's early investigations was the discovery 
through factory inspection that a firm was using a coating which in- 
cluded lead chromate to enhance the appearance of green coffee. Seizure 
of a carload of such coffee followed, the action being predicated on 
factory evidence. Final judgment in favor of the government followed, 
and the carload of coffee was burned by court order. 


In the early days of enforcement of the Food and Drugs Act, 
Harvey W. Wiley had an interest in bringing about the proper branding 
of whiskey. (This interest was shared by a number of the early in- 
spectors.) Wharton made an investigation of a New Orleans distillery 
which indicated that the firm manufactured and sold widely a “Bourbon” 
whiskey, the base of which was molasses. A seizure was made in Balti- 
more of a shipment of this product, and, after contest, which was termi- 
nated successfully, the court declared the product to be misbranded. As 
an aftermath of the Bourbon Whiskey case, Wharton was sent to Illinois 
to investigate the production of whiskey in that area. The facts un- 
earthed under great difficulty by Wharton demonstrated that in that area 
also the accepted practices were not being followed, and misbranded 
products were being produced. 


Transferral to St. Louis 


The next center of operations for Wharton was St. Louis, to which 
point he was transferred, still a food and drug inspector. At this juncture 
in his career, he married and established a home in St. Louis. With the 
support of the Post-Dispatch, a sustained campaign was conducted to 
clean up the interstate milk supply of that city. Milk was found which 
contained formaldehyde, artificial color, and added water. Successful 
prosecutions were conducted against a number of milk-dealers in that 
municipality. In the course of the campaign, the Post-Dispatch developed 
tremendous consumer interest and wide citizen support of the clean-up. 


One of Wharton's discoveries in St. Louis was that pepper shells 
were being used extensively to adulterate pepper. Corrective action was 
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instituted. As an aftermath years later, at his suggestion, there was in- 
cluded in the Tariff Act a clause prohibiting the importation of pepper 
shells into the United States. 


Wharton conducted and directed, in St. Louis, investigations of 
badly misbranded proprietary remedies. Here, again, he depended on 
factory evidence to develop the facts necessary to support corrective 
action. 


In 1917, Wharton became the first inspector to be appointed as a 
chief of station. Prior to that time, all such posts had been assigned to 
chemists. He served as chief of the St. Louis Station through World 
War I and was cited by the War Food Administrator for the services 
rendered by his station through that period. 


Appointment as Chief of the Eastern District 


In 1920, the Wharton family, which, through the addition of two 
daughters, had now become four, moved East, and Wharton, after 
settling in New Jersey, took over his new duties as Chief of the Eastern 
District of the Bureau of Chemistry, U. S. Department of Agriculture, a 
predecessor of the Food and Drug Administration. He raised his two 
daughters in Rutherford, New Jersey, and lived there until the death of 
his wife in 1938. After both daughters married, he moved to Greenwich 
Village, where he still makes his winter home. His summers are spent 
on his houseboat near Manasquan, New Jersey. 


Wharton's duties as Chief of the Eastern District included the 
planning and direction of field operations in food and drug law enforce- 
ment from the Canadian border to Key West, Florida, in a territory 
including the New England states, the Central Atlantic states, and the 
South Atlantic States. For many years, in good times and bad, he 
labored to weld this large area into a closely-knit and smoothly func- 
tioning organization. He took an abiding pride in the development of 
inspection techniques, which have since become a part of the basic 
framework of the Food and Drug Administration activities. 


Activities as Chief of the Eastern District 


In 1930 and 1931, Wharton delivered a series of 52 addresses over 
the National Broadcasting Company chain on “How To Read The 
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Label.” This then novel step toward consumer education elicited a re- 
markable response from the general public. Over 30,000 letters were 
received from listeners, and reprints of the talks ran into five editions. 


Wharton was a specialist in personnel selection and served for a 
number of years on the Personnel Committee of the Association of Food 
and Drug Officials of the United States. He developed interview meth- 
ods which are still used in determining the fitness of candidates. He was 
a great proponent of in-service promotions, and key positions in his 
district were filled by men who had worked up from the junior profes- 
sional grades. 


Wharton maintained a great interest in import operations of his 
district, and, as a result of his activities, many improvements were made in 
inspectional and laboratory techniques on imported products. The quality 
of the goods offered for entry into the United States through eastern 
ports showed great improvement during his regime. 


He loved the excitement of the court room. He attended trials 
whenever possible and participated avidly in the preparation of cases 
for trial. The “Ginger Jake” case, the B. & M. case, the Teaseed Oil 
case, and the Spectro-chrome case were highlights in his career as a 
district chief. 


Wharton was a prolific speaker and writer. His observations in 
the early ‘20's on insanitary conditions in food establishments were, in 
the absence of specific Federal authority, widely disseminated to local 
enforcement groups. When authority was written into the Food, Drug, 
and Cosmetic Act of 1938 to correct insanitary conditions, he took para- 
graph 402(a) (4) to his heart and was relentless in correcting insanitary 
conditions which existed in food producing plants. His address to the 
New England Health Conference on “Avenues of Pollution and Routes 
of Contamination’’ has become a classic in this field. He strongly urged 
industry self-control and cooperated with manufacturers and with in- 
dustry groups in their pioneering efforts to devise effective industry 
control. 


Hobbies and Outside Interests 


In private life Wharton has many hobbies. True to his ancestry, he 
is a born trader. Without benefit of hereditary leanings, he was and 
is a successful poker player, as this writer knows to his sorrow. He 
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collects stamps, coins, antiques, and country property. At one time he 
bred Siamese cats; this was one of the few projects which he later 
abandoned as not feasible. He maintained sufficient outside interests 
to insure that his days after retirement will not be spent in aimless 
reminiscing. 

Attainment of Success 


The career of William Richardson Martin Wharton is proof positive 
that the work one loves is not work at all. He succeeded as a food and 
drug official because of this and, further, because he had a sincere, 
unwavering regard for the well-being of the consumer. The American 
public is fortunate to have had him in public service for so many years. 


[The End] 


SHELLFISH BACTERIOLOGY LABORATORY 


The Public Health Service of the Federal 
Security Agency has established a laboratory 
at the Woods Hole Oceanographic Institution 
in Woods Hole, Massachusetts, for studies of 
shellfish bacteriology. One of the first projects 
to be started at the new laboratory will be a 
comparative study of various organisms such as 
coliform bacteria which have been used as in- 
dicators of sewage pollution of shellfish and 
shellfish growing waters. The laboratory will 
revaluate the technical information upon which 
standards are based. The studies will be car- 
ried out under controlled conditions on oysters, 
soft clams, hard clams, and mussels. Federal 
Security Agency Release 394, July 25, 1948. 
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REORGANIZATION OF THE FIELD SERVICE 
OF THE FOOD AND DRUG ADMINISTRATION 


By C. W. CRAWFORD . 
ASSOCIATE COMMISSIONER OF FOOD AND DRUGS 
FOOD AND DRUG ADMINISTRATION 


HE FOOD AND DRUG ADMINISTRATION has announced 

a change in its field organization. Heretofore, the field service has 

been divided into three districts, Eastern, Central, and Western, 

each under the general supervision of a district chief and his staff. The 

districts were in turn divided into station territories, of which there were 

a total of 16, each operating under the direction of a station chief. Each 

station had its corps of inspectors, chemists and other laboratory workers, 
and clerical staff. 

The organization of the stations has not been disturbed, but the 
districts have been abolished and the district chiefs and part of their staffs 
are being transferred to Washington to direct field operations on a func- 
tional rather than geographic basis. 

Mr. J. O. Clarke, who had been chief of the Central District for 
19 years, becomes Director of Field Planning. Mr. J. L. Harvey, chief 
of the Western District for 11 years, becomes Director of Litigation. 
Mr. W. R. M. Wharton, who had been chief of the Eastern District for 
28 years, retired before reorganization plans had been completed, and 
Mr. Allan E. Rayfield, who had been chief inspector of the Eastern Dis- 
trict under Mr. Wharton, will come to Washington as Director of Field 
Operations. Personnel of the district offices not transferred to Washing- 
ton are being assigned to field stations. 

The Food and Drug Administration expects substantially greater 
efficiency under the reorganization plan. Duplication of work between 
the district offices and Washington, some of which was inevitable under 
the district system, will be eliminated. Work will be speeded up through 
assigning greater responsibility to field stations and through their com- 
munication directly with Washington rather than through an inter- 
mediate office. Greater uniformity of operations is expected under a 
single director of that function. Better planning of operations and better 
Preparation for litigation flowing from them are expected through the 
established of offices specifically charged with such work. [The End] 
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Notes and Commen 


Judicial, Administrative, and Legislative Developments 








Worthless Drug May Not Be Released for Relabeling . . . Four 
libels were filed against drugs labeled in part “Nue-Ovo. Active In- 
gredients: An aqueous extraction of Plume Thistle, Burdock, Quassia, 
Sage, Cinnamon, Horehound, Dandelion, Kola Nut, Ginseng, Althea, 
Cascara and Licorice.’’ After seizures, the four cases were consolidated 
for trial and an appeal was taken from the judgments and decrees of 
condemnation which were entered. The libels alleged that the articles 
were misbranded within the meaning of Section 502(a) of the Federal 
Food, Drug, and Cosmetic Act in that the labeling suggested and created 
in the mind of the reader thereof the impression that Nue-Ovo is effective 
in the treatment of arthritis, neuritis, rheumatism, sciatica, and lumbago, 
whereas it is not effective in the treatment of such conditions. 


At the trial, the government produced three eminently qualified 
physicians and surgeons, two of whom testified as to tests made with 
the product itself and one of whom testified as to the consensus of 
medical opinion to the effect that the various ingredients used in Nue-Ovo 
were without any value. The expert witnesses also testified on the basis 
of the foregoing that in their opinion the ingredients were ineffective. 


There was considerable testimony to the effect that the labeling 
contained definite untruths and halftruths. The labeling purported to 
quote from a letter written by a Mrs. Fred Anderson to the effect that 
after taking Nue-Ovo she felt like a new person—100 per cent better 
—no trace of neuritis left. Mrs. Anderson's deposition was to the effect 
that after taking the first three or four bottles of Nue-Ovo she thought 
“her time had come’; that she did not think it had done her any good; 
that she did not have neuritis, but arthritis; that she did not write the 
letter and could not account for it; that she had been asked to give a 
testimonial but had refused. 
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Another part of the Nue-Ovo labeling contains two “before-and- 
after” photographs of one Mr. H. J. Shermer. The photographs showed 
considerable difference in appearance and an increase in weight of 55 
pounds. Sheriff C. W. Frazier, a sufferer from arthritis or rheumatism, 
investigated Mr. Shermer’s condition and found him sitting by a trailer 
with his feet on a padded stool and a pair of crutches at his side. Mr. 
Frazier wrote to the Research Laboratories Inc. about his disappointing 
visit to Mr. Shermer, and Mrs. Feldman of that company “explained” 
that the ‘‘back-set’” was due to the complete extraction of Mr. Shermer's 
teeth at one time and due to overwork. 


The labeling contained an analysis of the ingredients with the ex- 
planation that it was based chiefly on the Linited States Dispensatory, 
the Pharmacopoeia, and various textbooks on pharmacology. While the 
label’s analysis followed part of the language of the above named au- 
thorities, sometimes closely and sometimes verbatim, it significantly 
omitted the references contained therein to the effect that many of the 
ingredients had no medicinal value whatsoever. For instance, the ex- 
traordinary medicinal virtues formerly ascribed to Ginseng by the 
Chinese was described in these authorities as having had no other 
existence than in their imagination. 


Testimony was introduced that one Anna Pautz had written a letter 
containing the salutation “Dear Friend,’’ advising sufferers from arthritis 
or rheumatism to visit or write to the headquarters of Research Labora- 
tories, Inc. In the letter, Mrs. Pautz gave a Vancouver post office box 
as her mailing address. The handwritten letter of Mrs. Pautz was mimeo- 
graphed and sent out by Research Laboratories from Vancouver without 
any notation or disclosure to the addressee that it was being sent by 
anyone other than Mrs. Pautz. The envelopes in which the Pautz letters 
were sent were addressed in handwriting although all other correspond- 
ence of the company went out in typed envelopes. Mrs. Pautz and 
Research Laboratories were actually located in Portland and conflicting 
reasons were given as to why the Pautz correspondence was handled 
through the Vancouver post office box. Mrs. Feldman repeatedly gave 
the cryptic reply to questioning “Because it is convenient."’ The evidence 
made it clear that it was the intention to have the recipients of the Pautz 
letters believe that Mrs. Pautz herself had written each individual letter 
and had mailed it at Vancouver. 
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At the close of the trial, the Trial Court instructed the jury that it 
should take into account omissions or suppressions of material facts as 
provided in Section 201(n) of the Federal Food, Drug, and Cosmetic 
Act. After the jury had rendered a judgment finding the Nue-Ovo mis- 
branded, an application was made for release of the articles under bond. 
The judge refused to grant this application on the ground that, as the 
Nue-Ovo did not have any value for food and as the jury had determined 
that it had no value for medicinal purposes, it would be inconsistent to 
release the articles for relabeling, since it would be impossible to label 
the goods in such a way that they would not be misbranded. The con- 
tention was made that the mislabeling merely consisted of a failure to 
disclose a difference of opinion between experts, but the Court ruled that 
the evidence was not confined to opinion among experts but was definitely 
factual. On appeal to the Circuit Court, the judgments were affirmed in 
all respects. (Research Laboratories, Inc. v. United States. In the 
United States Circuit Court of Appeals for the Ninth Circuit. No. 
11,624. April 2, 1948. [CCH Food Drug Cosmetic Law Reports 
€ 7087.] Petition for certiorari filed in the United States Supreme Court, 
July 1, 1948.) 


The appellant attacked the judgment on the ground that the Court 
erred in submitting the issues to the jury since the statements in the 
labeling as to the effectiveness of the products consisted of statements 
of opinion, and the records show that there was nothing more than a 
difference of opinion between qualified medical experts as to the effec- 
tiveness of the product. Also, that the Court erred in receiving testimony 
intended to show a misleading of the witnesses by material not part of 
the labeling seized, and instructing the jury with respect to the taking 
into account the omissions or suppressions of material facts in the label- 
ing. Also, that the Court abused its discretion in refusing to grant the 
application for release of the product under bond. The Circuit Court 
quoted with approval the language of the United States Supreme Court 
in the Eckman Alterative case (Seven Cases of Eckman’s Alterative v. 
United States, 239 U. S. 510) where it was stated that Congress recog- 
nized that there was a wide field in which assertions as to curative 
effect are in no sense honest expressions of opinion but constitute absolute 
falsehoods, and, in the nature of the case, can be deemed to have been 
made only with fraudulent purpose. The Court reviewed various other 
cases on the question of opinion evidence and ruled that there were three 
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types of testimony by experts which could be considered as factual and 
as justifying the jury in taking the case out of the class of an honest 
difference of opinion among qualified medical experts. These three types 
of testimony by experts consisted of evidence based on (a) tests made 
of the product itself; (b) the consensus of medical opinion as to the 
various ingredients used in the product, and (c) the expert witnesses’ 
personal opinions regarding the effectiveness of such ingredients. It was 
found that all three types of evidence had been introduced in this case 
and that this was ample evidence to support the verdict of the jury. 


Even without the evidence of the medical experts, the Circuit Court 
ra was of the opinion that the apocryphal or misleading testimonials and 
the scientific half-truths in the labeling alone made out a case of action- 
able misbranding. The appellant argued strenuously to the effect that 
the testimony with respect to the Pautz letters was not admissible in 
evidence as they were not a part of the labeling, the truthfulness or 
falsity of which was an issue of the case. It was ruled that these letters 
laid a ground work which would reduce to a minimum whatever propen- 
sity the purchasers of Nue-Ovo might have had to analyze the labeling 
thereof. Such activities were part and parcel of the appellant's ques- 
tionable promotional methods, some of which were reflected in the 
labeling, as was amply disclosed by the evidence. Under the circum- 
stances, it was held proper for the jury to consider this subordinate 
testimony in connection with reaching a decision as to whether or not 


- 
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the labeling was false and misleading. 


The appellant also objected to the instruction that the jury should 
take into account omissions or suppressions of material facts, as provided 
in Section 201(n) of the Federal Food, Drug, and Cosmetic Act, on 
the ground that the libels did not make any general charge of misbrand- 
ing under which the government would be entitled to rely on this section. 
It was contended that, as the charge was merely that the product is not 
effective, reference should not have been made to this section in the 
charge. The Circuit Court pointed out, however, that the labeling con- 
tained tricky omissions and suppressions and that it was just such 
labeling that this section was especially designed to cover. It found that 
not only was it not erroneous for the Court to instruct the jury under 
this section but that under the facts of the case and under the terms of the 
subsection itself it was the Court's duty to do so. In conclusion, the 
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Circuit Court ruled that the lower court had properly exercised its 
sound discretion with respect to the application to release the Nue-Ovo 
under bond and stated that this ruling should not be disturbed. It stated 
that it believed the interests of the public would be better served by 
having this product kept off the market altogether. 


Subsequent to the above mentioned decision, a decree of condemna- 
tion and destruction was entered against certain other cases of Nue-Ovo 
which had been shipped from Portland, Oregon, to Los Angeles, Cali- 
fornia. The labeling of said Nue-Ovo did not state the diseases or 
conditions of the body for which it would be effective, and the Court 
ruled that the product was misbranded in that labeling of a drug does not 
bear adequate directions for use unless, among other things, it states the 
diseases or conditions of the body for which the drug, when used as 
directed, will be effective. (United States v. 516 Cases, more or less, 
Each Containing 18 Bottles of an Article Labeled in Part: “Contents 1 
Pint Nue-Ovo.” In the District Court of the United States for the 
Southern District of California, Central Division. No. 7418—WM Civil. 
May 13, 1948. [CCH Food Drug Cosmetic Law Reports € 7091.]) 


~x~ *§ * 
Adulterated Food Subject To Seizure After Import and Release 
By Customs Authorities . . . Several seizures were made of certain 


boxes of fish which were claimed to be adulterated because of the pres- 
ence of parasitic worms. The proceedings were consolidated prior to 
trial, and the facts were stipulated. 


It appeared from the agreed facts that the fish were infested with 
these parasitic worms prior to the time they were shipped from Winnipeg, 
Canada, to Detroit, Michigan, and that this infestation was due to the 
presence of the parasites in the Canadian lakes from which the fish 
were taken. The fish were admitted into the country and delivered 
to the consignee at Detroit, Michigan, by the Department of Treasury, 
Bureau of Customs, under the laws and regulations governing said 
Bureau. Prior to this, they had been released by the Food and Drug 
Administration acting in accordance with Section 801 of the Food, 
Drug, and Cosmetic Act and the regulations issued thereunder. This 
section provides, among other things, for the refusal of admission of 
foods, drugs, devices, and cosmetics which are adulterated or mis- 
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branded. Subsequently, the fish were rechecked by the United States 
Customs Service and by the Food and Drug Administration. The 
Customs Service took no proceeding to disturb the original entry of 
these importations upon the re-examination of the fish, but the inspector 
of the Food and Drug Administration, upon finding that the fish were 
infested with these parasitic worms, reported this to his superiors. 
Libels were filed in the District Court, and the fish were seized pursuant 
thereto. The court ruled that, upon release from Customs’ custody, 
the fish were subject to the provisions of Section 304 of the Food, 
Drug, and Cosmetic Act. The fish were adulterated within the mean- 
ing of Section 402(a)(3) in that they consisted wholly or in part of 
filthy substances by reason of the presence therein of parasitic worms, 
and they were, therefore, condemned. (United States v. 230 Boxes, 
More or Less, of Fish, No. 6435. 25 Boxes, More or Less, of Fish, 
No. 6447. 42 Boxes, More or Less, of Fish, No. 6448. 41 Boxes, 
More or Less, of Fish, No. 6471. District Court of the United States 
for the Eastern District of Michigan, Southern Division. Nos. 6435, 
6447, 6448 and 6471, Consolidated. November 25, 1947. [CCH Food 
Drug Cosmetic Law Reports § 7078].) 


On appeal to the Circuit Court, the decree of condemnation was 
affirmed, and it was held that these fish, upon their release from customs, 
were in interstate commerce as defined in Section 201(b) of the Federal 
Food, Drug, and Cosmetic Act. (230 Boxes, more or less, of Fish v. 
United States. United States Circuit Court of Appeals for the Sixth 
Circuit. No. 10624. May 24, 1948. [CCH Food Drug Cosmetic Law 
Reports © 7089.} ) 


The appellant claimed that, despite the wording of the statute, the 
definition of interstate commerce should be restricted to the traditional 
meaning of commerce among the several states even though the express 
language of the statute states that the term “interstate commerce” in- 
cludes commerce between any state or territory and any place outside 
thereof. It was pointed out by the Circuit Court that no definition of 
any type of commerce other than interstate commerce is contained in the 
Act. The term “foreign commerce” is not defined or used. 


The appellant contended that, while under the circumstances dis- 
closed it was not entitled to possession of the fish for sale in the United 
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States, it had the right to export the fish to Canada pursuant to the 
provisions of Section 801 of the Act in the same manner as if the fish 
had been found to be adulterated while in the possession of the customs 
authorities and before their release from customs in the United States. 
The Court did not look with favor upon this contention, which intimated 
that Congress had intended to provide special preference to importers 
and exporters by excluding their commerce from the harshness of the 
proceedings provided against interstate commerce. It concluded that a 
reasonable interpretation of the Act would seem to be that Section 801 
thereof is designed to test the right to admission before an article may 
be brought into the United States and that, Section 304(a) thereof is 
operative after the article is released from customs and admitted into the 
country. 


~ * * 


Reversal of Decision Permitting Condemned Goods To Be Ex- 
ported ... On appeal, an order releasing certain catsup to the owners, 
to be exported upon compliance with Section 801(d) of the Federal 
Food, Drug, and Cosmetic Act, was reversed and remanded. The lower 
court decision was reviewed in the March 1948 issue, 3 Food Drug 
Cosmetic Law Quarterly 128-129. 


On appeal to the Circuit Court, it was found that the section of the 
law which deals with release to the owner expressly provides for either 
the destruction of the article or its being brought into compliance with 
the provisions of the Act. The Court thought it clear that the article 
was not to be sold contrary to the provisions of either the Act or the 
laws of the jurisdiction in which it was sold and that there was no 
provision for a sanction by way of delayed exemption for export purposes 
such as might have been secured had the article been intended originally 
for such purposes. It was decided that the Court was given power to do 
only certain things beyond condemnation of the articles and this limited 
power excluded the possibility of according the articles a status they 
might have had originally had they not been introduced into interstate 
_ commerce for the purpose of domestic sale. 


It was felt that, however laudatory might be the purpose to conserve 
the food supply, to permit these condemned goods to be exported would 
amount to a rewriting of the Act along lines which would have the effect 
of nullifying its chief purposes. (United States v. Kent Food Corp. and 
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Clark-Iger Food Products Co., Inc. Nos. 259 and 260. Docket Nos. 
20970 and 20971. June 16, 1948. 168 F. 2d 632. [CCH Food Drug 
Cosmetic Law Reports § 7090.] Appeal from the District Court of 
the United States for the Eastern District of New York.) 


x * * 


Counsel for American Drug Manufacturers Association Questions 
Regulations Relative to Inert Glandular Materials . . . Leslie Harrop. 
General Counsel for the American Drug Manufacturers Association, 
at the recent convention held at Bretton Woods, New Hampshire, ques- 
tioned the propriety of the statement of general policy or interpretation 
issued on March 12, 1948, by the Federal Security Administrator, with 
respect to inert glandular materials. 


Mr. Harrop pointed out that these glandular products are used ex- 
tensively by some physicians regardless of some expert opinion to the 
effect that they are ineffective. Mr. Harrop urged that the Food and 
Drug Administration approach problems of this nature on the basis of 
individual cases where the products are being abused. He also suggested 
that the Food and Drug Administration might publish all the evidence 
at hand to discourage physicians from using such preparations as the 
Administration believes should not be used. He pointed out that, in his 
opinion, it was inadvisable to bar any substance from a regularly licensed 
physician in good standing through the provisions of a law such as the 
Federal Food, Drug, and Cosmetic Act. 


x * * 


Miller Amendment Becomes Law ... H. R. 4071, amending Sections 
301(k) and 304(a) of the Federal Food, Drug, and Cosmetic Act, was 
approved June 24, 1948, becoming Public Law No. 749. An analysis 
by Mr. Charles Wesley Dunn of the pending bill appeared at 2 Food 
Drug Cosmetic Law Quarterly 284. See also “Applicability of the 
Federal Food, Drug, and Cosmetic Act to Intrastate Commerce” by 
Mr. William W. Goodrich in this issue, discussing in part the effect of 
the amendment. 


~ * * 


Doctors Kaadt Found Guilty In Dramatic Trial . . . A criminal - 
prosecution was brought against Drs. Charles F. and Peter S. Kaadt 
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of South Whitley, Indiana, in connection with their operation of a 
clinic for diabetics. 


The Kaadt treatment consisted of the discontinuance of insulin and 
the substitution of vinegar, saltpetre, and a diastase mixture which they 
claimed stimulated the pancreas. The patients were also advised to 
drink whiskey and eat all they wanted. 


The trial was highlighted by testimony of blinded and crippled 
ex-patients who had survived the ineffective treatment and the relatives 
of those who had died as a result of following it. Both doctors were 
found guilty by the jury. (United States v. Drs. Charles F. and Peter 
S. Kaadt. District Court of the United States, Northern District of 
Indiana. Criminal No. 1314. May, 1948.) 


~ *§ * 


Notices of Judgment . . . The Federal Security Agency has issued 
the following Notices of Judgment under the Federal Food, Drug, and 
Cosmetic Act: Foods Nos. 11101-11300, issued May 1948; 11301- 
11500, issued June 1948; 11501-11700, issued July 1948; 11701-11850 
and 11851-12000, issued August 1948. 


~ * * 


Amendments to food standards . . . The definitions and standards 
of identity and the standards of quality for canned green beans and 
canned wax beans have been amended. In paragraph (a) (1) of Section 
51.10, the definition of the form of bean ingredient known as “Whole” 
has been extended to include pods which, after removal of either or both 
ends, are less than 234 inches in length and such broken pieces of pods 
as normally occur in the commercial packing of such product. The defini- 
tion of the bean ingredient known as “Short Cuts” (Section 51.10 
(a) (4)) has been changed to allow not more than 25 per cent of the 
pieces of pods to be over 34 inch in length, but not more than | per cent 
to be over 114 inches in length. Paragraphs (b) of Sections 51.10 and 
51.15 allow the use of the designation “‘Stringless” in the name where 
the beans are in fact stringless. The standard of quality for cut beans 
(paragraph (a) (1) of Section 51.11) is made less stringent by allowing 
not more than 25 per cent by count of the total units to be less than 
Vy inch long where the number of units per 12 ounces drained weight 
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exceeds 240. The prescribed percentage of seeds in the pods of beans 
may now be 25 per cent (Section 51.11 (a) (2) ). The limit on blemished 
units (Section 51.11 (a) (5)) has been placed on a percentage basis, 
allowing not more than 8 per cent by count of blemished units. These 
amendments become effective October 1, 1948. 


The definitions and standards of identity of bromated flour and 
enriched bromated flour have been amended to enable millers to bromate 
all flour and enriched flour whose baking properties are thereby improved. 
It has been found that it was unnecessary, for consumer protection, to 
set any limit based on protein content of flour to which potassium bromate 
may be added. 13 Federal Register 3724 and 4231. 


.° f= ® 


Penicillin-Streptomycin regulations amended . . . Recent amend- 
ments to the penicillin-streptomycin regulations provide for the packag- 
ing of penicillin ointment in glass containers when packed solely for 
udder instillations of cattle and for the use of carboxymethylcellulose 
in the manuacture of the ointment, the packaging of crystalline penicillin 
tablets in multiple-dose containers containing 600,000 units, and the 
optional use of sodium citrate in procaine penicillin for aqueous injection 
and the packaging of it in a 3,000,000 unit size. A new section, Section 
146.102, has been added to the streptomycin regulations to provide for 
the marketing of streptomycin ointment. 13 Federal Register 2950, 
3252, and 5152. [The End] 
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Text of Miller Amendments to the 
Federal Food, Drug, and Cosmetic Act 


PUBLIC LAW 749 
80TH CONGRESS—CHAPTER 613—2D SESSION 


H. R. 4071 
AN ACT 


To amend sections 301 (k) and 304. (a) of the Federal Food, Drug, 
and Cosmetic Act, as amended. 


Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled, That subsection (k) 
of section 301 of the Federal Food, Drug, and Cosmetic Act, as 
amended (21 U. S. C. 331 (k)), is amended to read as follows: 


“(k) The alteration, mutilation, destruction, obliteration, or re- 
moval of the whole or any part of the labeling of, or the doing of any 
other act with respect to, a food, drug, device, or cosmetic, if such act 
is done while such article is held for sale (whether or not the first sale) 
after shipment in interstate commerce and results in such article being 
adulterated or misbranded.”’ 


Sec. 2. Subsection (a) of section 304 of such Act, as amended 
(21 U.S. C. 334 (a)), is amended by inserting immediately after the 
words ‘when introduced into or while in interstate commerce” the fol- 
lowing: “or while held for sale (whether or not the first sale) after 
shipment in interstate commerce.” 


Approved June 24, 1948. 
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Now... here is the new and improved, modern-day 
version of CCH's long-accepted Food Drug Cosmetic 
Law Reports — here is the authoritative, continuing 
reporter covering this important three-fold field. 
scope includes complete coverage of the Federal Food, 
Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘‘Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘Reports’ for all con- 
cerned with the production, processing, packaging, 
and labeling of foods, drugs, devices, and cosmetics. 
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